COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.04 2026 N= 8211

OBIIASI XAPAKTEPUCTHKA JJEKAPCTBEHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Ontpombonar-29®, 25 mr, TabJIeTKH, MTOKPHITHIC INIEHOYHOU 000JI0YKOM.

Ontpombonar-29®, 50 mr, TabIEeTKH, MOKPHITHIEC TUICHOYHONH 000JIOUKOH.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JlelicTByIOIIME BELIECTBA: AIITpoMOOar.

DarpoMboriar-29®. 25 mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOH

Kaxnas TabneTka, MOKpHITAs IJICHOUYHOW OOOJOYKOH, CONEpX HUT 25 Mr snaTpomOomnara (B BUAE
aTpoMOOIIara MOHO3TaHOJIAMHUHA).

BemecTBa, Hanmu4KMe KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO Mperapara: KpacuTelb
COJIHEUHBIH 3aKaT >KeNThIM, HaTpui (cM. paszaen 4.4).

Oarpombonar-29®, 50 mr, Ta0JIEeTKH, ITOKPLITHIE INIEHOYHOU 000JIOYKOM

Kaxknas Tabierka, MOKphITas IUIEHOYHOM 000704YKoM, comepkut 50 Mr sntpomOomara (B BHJEC
anTpoMOoIara MOHOATAHOJIAMUHA).

BemiectBa, HanmMune KOTOPBIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Tpernapara: HaTpui (CM.
paznen 4.4).

[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

DarpoMboriar-29®. 25 mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

Kpyriibie, 1BOSKOBBINTYKIIbIE TaOJIETKH, MOKPHITHIE TNIEHOYHON 000J04YKON opaHkeBoro npera. Ha
IIOTIEPEYHOM PA3PE3E AP0 OPAHKEBOTO LIBETA.

OarpoMbornar-29®, 50 mr, TabJIETKH, ITOKPLITHIE INIEHOYHON 000JIOYKOM

Kpyrmbie, NBOSKOBBINYKIIbIE TAOIETKH, MOKPHITHIE IJICHOYHOW OOOJIOUKON CBETIO-KOPUYHEBOTO
uBera. Ha monepeunom paspese s/1po OpaHKeBOTro IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHUIO

[Ipenapar DnaTpombonar-29® nokazaH K MPUMEHEHHIO Y B3pOCIIBIX U JIeTel B Bo3pacte oT 3 a0 18

JeT:

—  JUIs JIGYCHUS MAIMeHTOB B BO3pacTte 3 JIeT U crapuie ¢ MMMyHHOH Tpombonuronenueit (MTII),
asniericss 6 u Oonee MecsleB ¢ MOMEHTa IOCTAaHOBKM JMarHo3a, y KOTOPBIX OTMEYascs
HE/I0CTaTOYHBIN OTBET Ha MPEALIECTBYIOIIYIO TEPANHIO (HallpUMep, INIFOKOKOPTUKOCTEPOUAAMH,
MMMYHOTJIOOYJIMHAMH) C LI€TIbI0 YMEHBILICHHUS PHCKAa KPOBOTEUCHHIA;

—  JJId JeYEHUs NMalUEeHTOB B BO3pacTe cTapuie 18 jeT ¢ XpOHUYECKUM BUPYCHBIM renatutom C ¢
LEeJbl0  O0ECleYeHHuss BO3MOXKHOCTU — IPOBEJECHHMS WM  ONTUMHU3ALUM  IPOBOJUMOMN
POTHUBOBUPYCHOM Teparuu, BKIIOYAIONIeH IpenapaThl HHTEPHEpOHa;
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— B COCTaBe TEpamuM MEpBOil JMHUM B KOMOWHALMU_CO J]FEH'lef%GH MMMVE(J)-!:VHDGCCTABH U

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Tepanuel y ManueHToB ¢ TSHKeNol amnactudeckoi anemueii (TAA) B Bo3pacte 3 neT u crapiie;
— IS JIeYeHUs MALMEHTOB B BO3pacTe crapuie 18 JeT ¢ TsHKellod aruiacTU4ecKod aHeMueu, y
KOTOPBIX HE OBUT TOCTUTHYT JOCTATOYHBIM OTBET HA UMMMYHOCYTIPECCUBHYIO TEPAITHIO.

4.2. Pesxum 103MpOBaHUs U cNIOCO0 NPHMMEHEeHHUs

PexxuM o3upoBaHus

Pexxum no3upoBanus MoAOUPAOT HHIMBUYaTbHO HA OCHOBAaHUHU KOJIMYECTBA TPOMOOIIMTOB.
Tlayuenmul ¢ XpoHuyecKo UMMYHHOU MPOMOOYUMONeHUell

Jns  JOCTIOKEHUST ¥ TOJJEpKaHHs KoiaudecTBa TpoMOouuToB >50000/MKI  NPUMEHSIOT
MUHHMAIbHYIO 3G dexTnBHYI0 103y mpemnapara IarpomoOonar-29®d. IlomxGop m03bI TPOBOIAT,
OCHOBBIBASICh Ha W3MEHEHHH KoyindecTBa TpombOoiuToB. Ilpemapar Ontpombomnar-290 He
MpeHa3HaueH AJIsi HOpMalM3alMi KOJMYecTBa TPOMOOLMTOB. B KIMHUYECKHX HCCIIEeTOBaHUIX
MOBBIIIEHUE KOJIMYECTBA TPOMOOLIUTOB HAOIIOAATIOCH, KaK MPaBUIIo, B TeUeHHE 1—2 Henenpb mocie
Hayajla TEepaluyd TpenapaToM, CHIDKEHHE NPOUCXOAWIO B TeYeHHE 1—2 Heaenu T1ocie ee
IIPEKPALLEHUS.

Ilepsonauanvuuiii percum OOS’MDOGCZHM}I

Bspocavie u oemu 6 sozpacme 6—17 nem

PexomengoBanHas HayasibHas 103a mpemnapaTa IaTpomoonar-29d cocrasisier 50 Mr 1 pa3 B CyTKH.
VY B3pocibix W nered B Bo3pacte 6-17 et a3marckoil pachkl (TakuX, KaK BBIXOJLBI W3
Bocrounoii/FOro-Boctounoit A3un) nedenue npenaparoM Inrpomoomnar-29d ciemyer HaYuHATh C
10361 25 Mr 1 pa3 B CyTKH.

[Hemu 6 gospacme 3-5 1em

HavanpHas no3a npenapara y MalMeHTOB JAAHHOM KaTeropuu coctasisder 25 Mr 1 pa3 B cyTku. Y
MalMeHTOB a3MaTCKOM pachl (TakWx, Kak BBIXOAIBI W3 Boctounoit/lOro-BocTounoit Asum) B
BO3pacTe 3-5 JIeT HauMHATh TEPANNIO NIPENAPATOM CIEAYET € J03bl 25 Mr 1 pa3 B CyTKH.

Monumopune u Koppexkuus 003bl

B3zpocnvie u demu cmapuie 3 1em

ITocne Havana Tepanuu clieAyeT KOPPEeKTUPOBaTh 103y IIpenapara A MOAJEpkKaHUs KOJIMYecTBa
TpoMOOIIMTOB Ha ypoBHe >50000/MKI Ui yMEHbIIEHHMS puUCKa KpoBoTeueHus. He cremyet
MPEBBIIIATH 103y 75 MI B CYTKH.

Ha npotsbkeHMHM Bcero Kypca TEpamuH IpenapaToM HEoO0XOIUMO PEryNsipHO KOHTPOJHPOBATH
KJIIMHUYECKHe reMaToJIOrH4ecKre MoKa3aTeau U rokazareian QyHKuuu nedenu. Jlo3y npemnapara
KOPPEKTHPYIOT B 3aBUCUMOCTH OT KOJIMYECTBAa TPOMOOLIUTOB B COOTBETCTBUU ¢ Tabmuuei 1.

Bo Bpems Tepanuu npenapatom Dirpomobomnar-29® HeoOX0aAMMO TPOBOIUTE TOJIHBIN aHAIN3 KPOBH
©KEHE/IeNbHO, BKIII0Yasl ONpeIeIeHne KOJIMYECTBa TPOMOOIIMTOB U Ma30K Nepupepuyeckoil KpoBH,
710 CTaOUITM3AIMH KOJIMYeCTBa TpOMOOIIMTOB Ha ypoBHE >50000/MKII B TeUeHHE TIO KpaitHel Mepe 4
Hegenb. Ilocme craOunm3anuu KoONMMYECcTBA TPOMOOIMTOB TOJHBIA aHANIM3 KPOBH, BKIIOYAS
OIpeJieIeHUE KOJIMUECTBAa TPOMOOIIMTOB M Ma3KH Nepudepuueckon KpoBU, HEOOXOIMMO MTPOBOAUTH
€KEeMEeCIYHO.

Tabnuya 1 - Koppexyus 003wl npenapama Snmpomoonae-29® ons nayuenmos ¢ UTI1T

KoanuyecTtBo TpOMOOIINTOB Koppekuusi 103b1 WJIM 0TBET

<50000/Mk;1 B TEYEHHE MO | YBEIUUYUTH CyTOUHYIO 03y Ha 25 MT 10 MAaKCUMAJIbHON JI03BI
KpaifHell Mepe 2 Heielb Tepanuu | 75 Mr/cyTku™

>50000/mx1 — <150000/mK11 [TpogoJKUTH Tepanuio IpenapaToM B HAMMEHbIIENH CYyTOYHOU
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03¢ W/ onHDEREMEHII0- MEAHKAMEHTO M0 “Tepaltig

UTII nmng mnonmnmepkaHwst  KOJWYECTBA  TPOMOOIIUTOB,
MO3BOJISIIOIIETO  MPEJOTBPATUTh  KPOBOTEUEHHE  WIIU
YMEHBIIUTh €r0 HHTEHCUBHOCTh

>150000/mx1 — <250000/MK1 YMeHbIUTh CyTOYHYIO 103y Ha 25 wmr. Yepe3 2 Henmenu
OLICHUTDH 3P (HEKT OT KOPPEKLUUHU J03bI U MPUHSTH PELIEHUE O
JATbHEUIIEH KOPPEKITUH 03I *

>250000/mx OTMEHUTh TEpanuio TMpPEenaparoM; YBEIUYUTh YaCTOTY
OTIpeieNIeHUs] KOJMYECTBa TPOMOOIIMTOB 10 2 pa3 B HEIEIIIO.
[Tpu xommuectBe TpomOomuTOoB <100000/MKII, BO30OHOBUTH
TEpanuio B CYTOYHOU J103€, YMEHbIIICHHOW Ha 25 Mr

* JIJ1s1 MaIiMeHToB, MOMYYaloIIuX Mpenapar B 03¢ 25 mMr 1 pa3 depes JieHb, 103y YBEIUYHUBAIOT JI0
25 mr 1 pa3 B cyTKu.

**][g ManMeHToB, MOJYYalolUX Tpemapar B 103¢ 25 mr 1 pa3 B CyTKH, CIEIyeT pacCMOTPETh
BO3MOXXHOCTB IIpH€Ma Ipemnapara B 03e 25 Mr 1 pa3 uepe3 CyTKH.

Tepanuio mpenaparoM MOXKHO COYe€TaTh C HHBIM MeIuKamMeHTO3HbIM JieueHuem WTIIL. Ilpu
MEIUIIMHCKOW HEOOXOJMMOCTH BO BpeMs Tepamuu mpernapatoM OnatpomOonar-29® cremyer
KOPPEKTHPOBATH PEXKHUM JO3UPOBAHUS OAHOBPEMEHHO MPUMEHSIEMBIX MPEMapaToB, YTOObI H30exKaThb
Ype3MEpPHOTr0 YBEIMUEHHUS KOJTHMUECTBA TPOMOOIIUTOB.

Kak npu MmoBBIIIEHNH, TaK W MPH CHWKEHUU JI03bl KOPPEKLHUIO MPOBOJAT C «IIarom» 25 MI/CyT.
HekotopeiM marmueHTaM MOXXET MOTpeOOBaThCcsi KOMOWHAIMS TaOJETOK Ipemapara ¢ pa3HOM
,Z[O3Hp0BKOﬁ B pa3HbIC JHU JICUCHU UJIM MCHEC YaCTOC MPUMCHCHUC.

ITocne nr000i KOppeKIUK 036! ITpenapaTa KOJNIeCTBO TPOMOOLIUTOB CIIEAYeT KOHTPOJIUPOBATh, IO
KpaliHell Mepe, €KEHEIENIbHO Ha NpOTshKeHUU 2—3 Henenb. CIycTs o MEeHbLIEW Mepe 2 HeJeNH
clleyeT OLIEHUTh 3(PPEKT KOPPEKIMH JO3bI HA KOJIMYECTBO TPOMOOIMTOB JUIsl IPUHATHUS PEIIECHUS O
HEO0XOIMMOCTH JIaTbHENIIIET0 U3MEHEHHUS T03bI.

VY nanMeHToB ¢ LMPPO30M MEUYEHM (HapylleHHeM (YHKLMHU MEYEHH) MOBBIIATh 103y CIEAyeT He
paHee ueM uepe3 3 HeeNu nocie Havana Tepanuu (cm. pasaen 4.4.).

Ommena npenapama vy 63pociblx u oemeu cmapuie 3 aem

Jleuenne nmpenapaTom cienyeT MPEeKpPaTUTh, €CIU KOJIMYECTBO TPOMOOIIMTOB HE YBEIUYUBACTCS 710
3HAYEHUs, AOCTATOYHOIO JUIsl YMEHBIIEHUS DPHCKa KPOBOTEYCHMM, IOCIE 4 HEeAenb Tepaluu
IIpenapaToM B 103€ 75 MI' B CyTKH.

CrnenyeT neproMYeCcKH OLICHUBATh KIIMHUYECKOE COCTOSIHHE TallieHTa. Pemenue o Heo0X0uMoCTH
MPOJOIDKEHHS Teparnuy MPUHUMAET JICUallluid Bpad B HHIUBUAYAIBHOM MOpAIKE. Y MalueHToB 0e3
CIUICHPKTOMHUH B aHAMHE3¢ CIIeAyeT MPUHUMATh BO BHUMAHUE BO3MOXHOCTh TMPOBEACHHS JaHHOTO
OHepaTI/IBHOI‘O BMCIIATCIIbCTBA. HOCHG OTMCHBI TepaHI/II/I BO3MOXHO HOBTOpHOG paBBI/ITI/Ie
TPOMOOIIUTONICHHUH.

Ilayuenmovr ¢ xponuueckum  eupycHvim  2enamumom C  (BI'C), conpososcoarowumcs
mpomboyumonenuet

Ilepen mnpumeHeHueM rmpenapara OnaTpomOonar-29® OnHOBPEMEHHO C TNPOTUBOBUPYCHOU
MEIUKAMEHTO3HOM Tepamueld HEOOXOJUMO O3HAKOMHUTHCA C TIOJIHOW HMHCTPYKIMEH TI0
MEIULUHCKOMY MPUMEHEHHIO BBIIICYKa3aHHBIX JIEKAPCTBEHHBIX MIPENapaToB.

Lenpto mpumeHeHHs TmpernapaTa Ha (OHE aHTUBHUPYCHOM Tepanuu SBISETCA MOJAepKaHHUe
KOJINYEeCTBa TPOMOOIIMTOB, MO3BOJISIONIEE MPEIOTBPATUTh PHUCK Pa3BUTHS TE€MOPPAarMYecKuX
OCIIO)KHEHUH, Kak npaBuiio, okoio 50000—75000/mxn. CremyeT u30erath yBeIUYCHHUST KOJTHMYECTBA
TpoMOonHTOB >75000/MKII.

Jnst mopdepKaHusT W JOCTHDKEHHS HEOOXOJUMOTO KOJMYECTBA TPOMOOIMTOB MPUMEHSIOT
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MUHUMAabHYI0 3¢ (EeKTUBHYIO J03y Ipenapara, H306XOI[I/I|M:'2[§;'IT%I%&BE‘EHEH(I;I:{;‘%&I/%;III—II b

COOTBETCTBYET ZKCNEPTHOMY OTUETY

NPOTHUBOBUPYCHON Tepanuu. [lombop 10361 OCHOBAaH Ha M3MEHEHUHM KOJIMYECTBA TPOMOOIIMTOB.
[Ipenapar Dnrpomborniar-29® He npeaHa3HAuYeH I HOPMAJM3aIluU KOJIMYECTBa TPOMOOITUTOB.
[ToBpIIeHNEe KONMYECTBA TPOMOOIIMTOB HAOIIOAIOCH, KaK MPaBHIIO, B T€YeHUE | Hexenu mocie
Hayajia Tepanuy MpenapaTom.

Ilepsonauanvhbiil pescum 003uposarus

Bspocnvie

HauanbHas no3a npemnapara Onrpombonar-29® cocrasnser 25 mr 1 pa3 B CyTKkd. Y TalueHTOB
a3MaTCKOM pachkl (TaKuX, Kak BBIXOIEI M3 BocTouHOM/FOro-BocTouHoi A3un) jJedeHne mpenapaTrom
Onrpombonar-29® cienyer HaYMHATD C 103bI 25 Mr 1 pa3 B CyTKH.

Monumopune u Koppexkuus 003bl

Jlo3y mpemapata Dnrpombonar-29® yBenTUYHMBAIOT C «IIaromM» 25 MI/CYT KaXible 2 HEIENH [0
JOCTUKEHHS KOJTMYECTBA TPOMOOILIUTOB, ONTUMAJILHOTO JJIsl Hauajia MPOTUBOBUPYCHOM Tepanuu U B
coorBercTBUM ¢ Tabmumeir 2. Ilepen HayaaoM NPOTUBOBHPYCHOM Tepanmuu HEOOXOIUMO
KOHTPOJIMPOBATh KOJUYECTBO TPOMOOIUMTOB €KeHeAeTbHO. B MOMEHT Hayaia mpOTUBOBUPYCHOM
TEpanu KOJIWYECTBO TPOMOOIIMTOB MOXKET PE3KO YMEHBIIAThCs, MPU ITOM CIEAyeT u30erarhb
HEMEIJICHHOW KOPPEKIINH 10361 TIpenapara Dirpomobonar-290.

Bo Bpems MpOTHBOBUPYCHOM Tepanmuu HEOOXOJUMO KOPPEKTUPOBATH 03y Mpernaparta DaTpomMoOornar-
29® Takum oOpa3zoM, 4yTOOBI M30€KaTh CHUKEHHUS JTO3bI MATHHTEP(PEPOHA B CBSI3U C BO3MOXKHBIM
YMEHBIICHHEM KOJIHYECTBA TPOMOOIIUTOB, YTO MOXKET YBEIUYHMBATh PHUCK KPOBOTCUCHHSI.
KomnnuecTBo TpOMOOLIUTOB ClielyeT KOHTPOJIUPOBATH €KEHEACIBbHO 10 JTOCTHKEHUS CTa0MIN3aluU
WX KoimdecTBa (Kak rnpaBuio okoio S0000/mxn — 75000/mki). B nanpHeiineM cieayer e:xeMecssIHO
KOHTPOJIMPOBATh IMOKa3aTeNd OOIICKIMHUYECKOTr0 aHallu3a KpOBM, BKIIOYAs OIpeeeHHe
KOJMYECTBA TPOMOOLIMTOB W MaszoK mepudeprueckoil KpoBU. B ciaydae, ecnu KOJIHYECTBO
TPOMOOILIMTOB IPEBBIIIAET IIEJIEBOE, CIEAYET PACCMOTPETh BO3MOXKHOCTH YMEHBIIEHHUS CYTOYHOM
1036l Tpemnapara Ha 25 mr. Onerutb 3G¢GeKT JaHHON U JI000H MoCIenyromeld KOPPEKIIUU 1035
CleAyeT uepes 2 HeAeNH.

He cnenyer mnpeBbimath a03y 100 wmr/cyr. PexomeHngoBanHas 103a MAruHTepdepoHa WiIn
puOaBUpHUHA IPEICTABICHA B UHCTPYKIIMHU 10 MEULIMHCKOMY IPUMEHEHHIO YKa3aHHbIX IIPENapaToB.

Tabnuya 2 - Koppexyus 0o3zvl npenapama Sampombonaz-29@ ons nayuenmos ¢ BI'C 60 epems
NPOMUBOBUPYCHOLL Mepanuu

KoanuyecTtBo TpOMOOIINTOB Koppeknusi 10361 WJIN 0TBET

<50000/mMx;1 B TeueHHME MO | YBEIMUYUTH CYTOUHYIO 103y Ha 25 mr, HO He BbIime 100 mr
KpaitHer Mepe 2 HeJIeb TEepanuu | B CYTKH

>200000/mx1 — <400000/MK1 YMEHBIIUTH CYyTOYHYIO 03y Ha 25 mr. CrycTs 2 Hexenu
OLIEHUTH AP PEKT OT KOPPEKLHH O3Bl U MPUHSATH PELICHHE
0 JajbHeHIIe KOPPEKINH 0361 *

>400000/mx [Ipexkpatute mnpuem mpenapara IaTpoMOonar-29d;
YBEIHYUTH 4acToTy OTIpeNieIeHus KOJINYECTBA
TPOMOOIIUTOB JI0 2 pa3 B HELIIO.

ITpn KOJIMYECTBE TPOMOOITUTOB <150000/mx1,
BO300HOBHUTH TEPANHUIO B CHIDKCHHON CYTOYHOM J103€

* JI7s1 IAIlMeHTOB, MOTYYaloIIuX Mpenapar B 03¢ 25 Mr 1 pa3 B CyTKH, CIEIyEeT pacCCMOTPETh BOTIPOC
0 MPUMEHEHUH TIpenapara B 103€ 25 Mr 1 pa3 uepe3 CyTKH.

Ommena npenapama

VY mnanuentoB ¢ BI'C renoruna 1/4/6, He3aBUCHMMO OT pEIICHUS O NPOJOJDKEHUM TEpanuu
uHTephepoHaMH, CIEAyeT PacCMOTPEeTh OTMEHY Ipemapara dnrpomobomnar-29® B ciaydae, eciu
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3¢ deKT oT JeueHs MPOTUBOBUPYCHBIMH ITperapaTaMu_He ﬂo@f/;lr;r\;lﬁgé:éfd%géﬂéh—’e' Eﬁerlrylc!:l"'

OTMEHUTH TEPAIUIO MPENapaToM B CIIydae, €CJIH MOcie IBYX HeJleJdb MPUMEHEHUS B CYyTOYHOM J103€
100 Mr He IOCTUTHYTO II€JIEBO€ KOJUYECTBO TPOMOOITMTOB, HEOOXOAMMOE IJis Hadaja
IIPOTUBOBUPYCHOU TEpaIu.

Crnenyer mpekpaTuThb JieUeHHE TMpenapaToMm Oirpombomnar-29®, ecnu mocne 24-HeneabHOM
tepanuu ooHapyxena PHK BI'C. ITocie oTMeHbI TPOTUBOBUPYCHOW Teparuu CleayeT MPeKpaTUTh
MpUMEHEHHE Tpemnapara InaTpoMOomnar-29® mnpu OTCYTCTBHM HWHBIX TIOKa3aHWH JUIsl  €ro
npuMeHeHus. CreqyeT NpeKpaTHTh NPUMEHEHue Impenapara Ontpombonar-299 B ciydae
YpEe3MEpPHOr0 YBEJIMYEHUS KOJMYECTBA TPOMOOIMTOB, KaK OMHcaHO B Tabmuue 2, UM MpHU
KIMHUYECKU 3HAYMMBbIX OTKIOHEHHUAX (DYHKIIMOHAIBHBIX IPOO MEUYeHH OT HOPMBI (CM. paszznen 4.4.).

Hepeaﬂ JUHUA mepanuu mAdHCEN0U ANAACMUYECKOU aHeMUU

Tepanuio npenapatom Onrpombomar-29@ crneayeT Ha3HayaTh OJHOBPEMEHHO CO CTaHAApPTHOU
MMMYHOCYNpEeCCUBHOW Tepanueid. He pomyctumo mpeBbIIEHHE HaYaJdbHOM 03Bl Ipernapara
Ontpombonar-290.

Ilepsonauanvuuiii pescum ()OS’MDOGCZHM}I

Bspocavie u demu cmapwe 12 nem

Pexomenayemast HauanmpHas 103a npenapara dnrpomoornar-29® cocrasmisier 150 mr 1 pa3 B cyTku B
TeyeHue 6 MecsieB. Y B3pOCIbIX U JeTed B Bo3zpacte 12-17 mer a3marckoil packl (TakuX, Kak
BBIXO/I1TBI 3 BocTounoi/FOTro-BocTounoit A3un) jaedenne npenapatom Dirpomoornar-29® criemyer
HA4YMHATH ¢ 1036l 75 Mr | pa3 B CyTKM B T€UEHHE 6 MECALIEB.

Hemu 6 6ospacme 6—11 nem

PexoMenayeMast HadalibHas 103a Ipenapara cocTaBisieT 75 Mr 1 pa3 B CyTKHM B TeUeHUE 6 MECSLEB.
V nereii B Bo3pacte 6—11 neT a3maTckoi pachl (Takux Kak BeIxo 16l n3 Boctounoit/FOro-BocTounoit
A3un) nedeHune npenapaToM CleyeT HauuHaTh ¢ 10361 75 Mr 1 pa3 B 2 qHS B TeueHUE 6 MECSIIEB.

[Hemu 6 6ospacme 3—5 nem

PekoMenayemass HayanbHas [103a mpemapaTa cocTaBisier 2,5 Mr/kr 1 pa3 B CyTKH B TEUYCHHE
6 MecsrieB. Y nerei B Bo3pacTe 3—5 JIeT a3MaTCKOM pachl (TaKUX Kak BBIXOAIBI 3 BocTounoit/kOro-
Boctounoit A3un) nedeHue mpernaparoM cieayeT HadyMHaTh ¢ 703bl 1,25 Mr/kr 1 pa3 B cyTku B
TeueHHe 6 MECSIIEB B Cydae, €ClIM BecC nanueHTa coctapigeT > 20 kr. B ciydae, ecnu Bec nmanueHTa
coctaBisieT oT 10 go 20 kr, cneayeT HaYMHATH Tepamnuio mpenapaToM DaTpombomnar-29@ ¢ 103sl
25 mr 1 pa3 B ABOE CYTOK B TEUEHUE 6 MECAILIEB.

Ecnu He ynaercst JOCTUTHYTh KOPPEKTHOW J03bI, TEpANHIo MpenaparoM DaTpombomnar-29@ cienyer
HauYMHaTh ¢ MUHUMAaJIbHO BO3MOXKHOM JO3BI.

Tabnuya 3 - Koppexyus 00361 cmanoapmHoul UMMYHOCYNPECCUBHOL MePanuu 8 cyiae cO8MeCmHOl
mepanuu ¢ npenapamom dnmpomoonae-29PD

NmmyHocynpeccuBHasi Tepanusi

Koppekuus 103b1

NmvmyHOTIOOYIMH
AHTUTHMOITUTAPHBINA (JIOIIaTUHBIH )

40 wr/kr/cyt, ucxoas u3 (QaKTHUYECKOW MacChl Tena,
BHYTPUBEHHO C 1-ro 1o 4-plii 1eHb B TeUeHUE 6 MECSIIEB

Huxnocriopud  (TepaneBTHYECKas
Jo3a B TeUcHHUE 6 MecsIeB, ¢ 1 s
no 6-ro Mecsua, ¢ MOMpPaBKOW Ha

JTOCTHI)KCHHE ejeBou
TEepaneBTUYECKON O3Bl 200-
400 mKr/ir*)

B3pocasle u netu crapie 12 ner:

3 Mr/kr, ucxoas u3 (PaKTUYECKONW MacChl Tena, BHYTPb
Kaxaple 12 yacoB (oOmiast cyTo4yHas 1032 COCTaBIISICT
6 MI/KT/CyT) B TeUeHHE 6 MecAIeB, HAUWHas ¢ | -T0 aHS
[Tauuentst cTapie 20 siet ¢ uaaekcom Maceol Tena (MMT)
>35 unu nauueHTsl B Bo3pacte 12-20 ner ¢ UMT >95-ro
MPOLEHTWIS: 3 MI/KT, UCXOIs M3 CKOPPEKTUPOBAHHOM
Macchl Tena**, BHyTpb Kakasie 12 gacoB (0011asi CyTouHas
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o3a cocTaBiser 6 Ml".}lyr')'c‘vil)_""ﬁ“' TeucHUE 6 MOCANCE, |

HayuHasi ¢ 1 -ro mHsg

Jetu B Bo3pacte 3—11 ner:

6 Mr/Kr, UcCXoas U3 (DaKTUYECKONW MacChl Tena, BHYTPb
Kaxaple 12 yacoB (oOmias cyTo4yHas 1032 COCTaBIISICT
12 mr/kr/cyT) B TeueHue 6 MecsieB, HaYuHas ¢ 1-ro aHs
[ManmenTsl ¢ UMT >95 npouentuns:

6 MI/KT, UCXOJsl M3 CKOPPEKTUPOBAHHOM Macchl Tema*,
BHYTpPh Kaxasle 12uacoB (oOmas cyrouHas J03a
cocTaBsieT 12 MI/Kr/cyT) B TeUeHHE 6 MeCsIeB, HAUMHAS C
1-ro mus

Huknocniopun (moanepxuBatomas | Jljisg maiueHToB, KOTOPhIE JOCTUTAIOT TeMaTOJIOTHYECKOr0
103a, ¢ 6 o 24 Mecslbl Tepanui) | OTBETA B TEUECHUE 6 MECSIIEB:

2 MI/KT/CyT Ha3HA4arOT BHYTPb B (PUKCUPOBAHHOM /103€ Ha
IOIOJIHUTENILHEIE 18 Mecs1ieB

* MoskeT noTpeboBaThCs KOPPEKIHS 1036l IUKIOCIIOPUHA JUIs JOCTHXKEHUS 1IeJIEBBIX YPOBHEH B
Clly4ae IPHMEHEHUS LMKJIOCIHOPUHA COBMECTHO C APYTMMH IIpernapaTaMy; PEKOMEHIyeTCs
PYKOBOACTBOBATbCS COOTBETCTBYIOLIEH MHCTPYKLUEH IO MEIULUHCKOMY NPUMEHEHUIO IS
LUKJIOCTIOPHHA.

** PaccuMTBIBAacTCS KaK CpeaHee 3HAaYCHHE MEXAY HJIeaIbHOM Maccoil Tema M (akTuyeckon
MaccCoH Tea.

Monumopune u Koppexuus 0030l npenapama 3szp0M60na2-29(D

AHanu3 reMaToNIOrMuecKux Mokasarenei U uccieAoBaHus PYHKINH MeUYeHU JOHKHBI TPOBOAUTHCS
peryJsipHO Ha MPOTSHKEHUU BCETO Kypca Tepanuy npenapaTom aTpomoonar-29@; KoppeKIHio 10351
npernapara cjaeayeT MPOBOJUTh HA OCHOBAaHUU KOJMYECTBAa TPOMOOILIMTOB, Kak yka3aHo B Ta0mnuiie 4.

Tabnuya 4 - Koppexyus 003vl npenapama ampombonaz-29@ 6 mepanuu nepeoui IuHUU MsHcenol
aniacmuyeckou aHemuu

KoanuyecTtBo TpOMOOIINTOB Koppekuusi 103b1 WJIM 0TBET

CHuXKaTh CyTOYHYIO J103Y Ha 25 MI KaxKIble 2 HEIEIu N0
MHUHUMAJIbHO BO3MOKHOU J103bl, IPH KOTOPOW KOJIUYECTBO
TpoMbo1uTOB >50000/MKJT.

>200000/mx1 — <400000/mK1 VY nereii B Bo3pacte 3—12 yieT, NpUHUMABIIUX Mpernapar
Ontpombonar-29® B mo3e 25 mr 1 pa3 B CyTkH, clemyeT
paccMOTpeTh BO3MOKHOCTh MpUeMa Ipenapara B 103€ 25 mr
4yepes JACHb

[Ipexkpatuts mpuem mnpenapata Inrpombonar-29® na 1
HEJIEIIO.

[Tpu xommuectBe TpombounTOB <200000/MKII BO30OHOBHUTH
npueM mpernapara InrpomOonar-29® B 103e, CHIKEHHOU
Ha 25 mr (y gmerelr B Bo3pacte 3—12 jer, NpuHUMAaBIIMX
npenapar dnrpomoOomnar-29® B nose 25 mr 1 pa3 B CyTKH,
cleyeT paccMOTPETh BO3MOXKHOCThH IpHUeMa Ipernapara B
J103€ 25 MT 4epe3 JICHb)

>400000/MK1

B Tabnume 5 mpuBeneHbl peKOMEHAALWU MO KOPPEKIMH 03Bl Ipemnapara nrpombonar-290 B
ciydae HapylnieHuH (QyHKIIMU TICYCHH U TPOMO030B/ SMOO0THH.

Tabnuya 5 - Pexomendyemas koppexyus 003vl npenapama Inmpombdona-29® npu HapyuleHusx
dyHKyuu nevenu u mpomo0o3ax/smooauu
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Peaknus Pexomenpanun

VBenuuenue  BepxHe  rpanunbel  HOpMel  (BI'H)  aktmBHOCTH
ananuHamuHoTpanchepassl (AJIT) B 6 pas:

MPEKPaTUTh IPUEM Tpenapara darpombonar-290.

[Tpu yposue aktuBHOCTH AJIT <5 o1 BI'H B0O300HOBUTH IIpHEM mpenapara
B NIEpBOHAYAIBLHOMN J103€.

VBenmnuenne BI'H aktusnoctu AJIT B 6 pa3 nociie BO30OHOBJICHHUS TpUEMa
npemnapata (M HeCBA3aHHOE C APYTMMU BO3MOXKHBIMH (pakTOpamu, TaKUMU
KaK  CBIBOPOTOYHAsT  OONE3Hb, CENCUC WJIM TPUEM  a30JIOBBIX
MIPOTHUBOTPUOKOBBIX MTPENAPaTOB):

KOHTpoJsb ypoBHA AJIT kaxxasie 3—4 nHs.

Ecnu ypoenb AJIT > 6 npu NOBTOPHBIX aHAJIU3aX KPOBHU:

NPEKpaTUTh IpUEM Ipenapara nrpomoonar-290.

[Tpu yposue aktuBHOCcTH AJIT < 5 0T BI'H B0300HOBHTH NpHieM Ipenapara
B J103€, CHUKEHHOM Ha 25 MT' OT NpeabIayIei 1035l.

Ecnmu ypoens AJIT BHOBB > 6 mipu ipueme nipenapara dnrpomoomnar-29d
B CHIKEHHOH J103€:

CHIWDKATh /103y nipenapara dntpomoonar-29® na 25 mr, moka ypoBenb AJIT
He cHusurces 10 5 BI'H.

JIaHHBIX O BO3MOJKHBIX KOpPPEKLHSIX AO03bl y JETed H3-3a HapyLIEHUs
(GyHKIMU TIeueHHn He cyliecTByeT. KoppeKIuio 1036l cieayeT o0CykIaTh
Ha OCHOBAHUU KJIMHUYECKOHN OLICHKHU.

I[Ipu TpoMOO3e TIYyOOKMX BEH, JIETOYHOW 5SMOOJHH, TPAH3UTOPHOM
UIIeMUYECKOI aTake WM MHCYJbTe, HH(papKTe MUOKapaa B Jito0oe BpeMs
Ha (OHE Tepanuu npemnaparoM InTpombomnar-290:

[IpexpaTuTh mpuem npenapaTta IaTpoMoonar-29®, HO MPOAOHKUTH MPUEM
MMMYHOCYTIPECCUBHBIX rpenaparoB (MmmyHOTIOOY TMH
AHTUTUMOITUTAPHBIA (JIOMIAAWHBIN) U HuKIocniopuH). Ecau mpu tTpombo3e
KOJIHYECTBO TPOMOOLIUTOB > 50000/MKII, peKOMEHIyeTCsl THO0 Ha3HAUYCHUE
TE€panuy YHOKCAITAPUHOM WM IPYTUM AHTHUKOATyJISTHTOM JI0 T€X MOp, MOKa
KOJIMYECTBO TPOMOOIMTOB HE AOCTUTHET ypoBHsA < 20000/mki, 51mbo
CTaHJIAPTHBIA KypC AaHTUKOATYJISTHTHOW T€panuu B T€YEHUE 3—6 MECSIIEB

Hapymenus
(GYyHKIMU TIeYSHH

Tpom0603/3mO0Mst

Ommena npenapama

OO6m1ast mpoAOKUTETHFHOCTD MpUeMa npernapaTa IaTpoMmoonar-29® cocrasiser 6 MecsIEB.

UpesmepHOe yBETUYCHHE KOMHYECTBA TPOMOOINTOB (cM. Tabnwuiry 4) u pa3BUTHE HEXKEITATEITbHBIX
SIBJICHUH, yKa3aHHBIX B Tabnuiie 5, Takxke TpeOYIOT MpeKpalieHus mprueMa npermnapara nrpoMmoonar-
290.

Tlayuenmul ¢ pehpaxmeproii msoiceno aniacmuieckol anemuetl

Ilepsonauanvhbiil pescum 003uposarus

Bspocnbie

HauanbHas no3a npemnapara Onrpombonar-29® cocrasiser 50 mr 1 pa3 B cyTkd. Y NHalueHTOB
a3MaTCKOM pachkl (TaKuX, Kak BIXOIEI 3 BocTounOoi/FOro-BocTouHoi A3un) jJedeHne mpenapaTrom
Onrpombonar-29® crienyer HaYMHATH C 103bI 25 Mr 1 pa3 B CyTKH.

Monumopunz u Koppexkuus 003bl

JJis1 JOCTHKEHHSI TEMATOJIOTHIECKOT0 OTBEeTa TpeOyeTcst KOPPEKIHsl T03bI, KaK MpaBuio, 10 150 mr,
JUTSL 94eT0 MOYKET ToTpeboBaThes 0 16 Hemenb ¢ MOMEHTAa Hadaja JiedeHus npenapatom. J[o3y
npemapaTta DnrpoMbomnar-29® crnenyer yBenuuuBaTh ¢ maroM 50 Mr Kaxzasle 2 HEAeNu, 10 O3B,
HEOOXOIUMOM JIsl TOCTHXKCHHS IIeJIeBOro KojudecTBa TpomoOonutoB >50000/mMkia. Y maiueHToBs,
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MPUHUMAIOIIMX Mpenapar B o3¢ 25 Mr 1 pa3 B CyTKH, CJ'IGI[VC”[( Uﬁ%ﬁplﬁﬂi;&%%ﬁdﬁ Efd:lf-:él Mr

nepes AajJbHEHIMM NoBeleHneM 1036l Ha 50 mr. He cnenyer npesbimars 103y 150 Mr B CyTKH.
Cnemyer peryisipHO KOHTPOJMPOBAaTH KJIMHUYECKHME TIEMATOJIOIMYECKHE IIOKa3aTeld H
«TIEYEHOYHBIE» TECThl HAa BCEM MPOTSDKEHWU TepalmuM M KOPPEKTUPOBaTh 03y IIpernapara
Ontpombonar-29® Ha OCHOBaHUM KOJMYECTBA TPOMOOITUTOB B COOTBETCTBUU ¢ Tabmuriei 6.

Tabnuya 6 - Koppexyus 003wl npenapama Snmpombonae-29® ons nayuenmos ¢ TAA

KoanuyecTtBo TpOMOOIINTOB Koppeknusi 10361 WJIN 0TBET

[ToBbicuTh CyTOUHYIO 103y Ha 50 Mr, HO He Bbie 150
MI B CyYTKHM. Y MAalMEHTOB Aa3MAaTCKOM pachl WU
<50000/mMKJ1 B TeUCHHE MO KpallHeW | MAIlMEHTOB C  HapymeHueM (yHKIMU  TICUYCHH,
Mepe 2 HeJlenb Tepanuu IIPUHMMAIOIIKX IpenapaT B 1o3e 25 Mr | pa3 B CyTKH,
CIEeAYyeT YBEJIMYHUTh CyTOUHYIO A03y n0 50 mr mepen
JAbHEHIINM MOBBIIIEHUEM 103kl Ha 50 mMr

CHusuth cyTounyro no3y Ha 50 mr. Cnyctd 2 Henenu
OLEHUTh HPPEKT OT KOPPEKUUH [03bl U TNPHUHSATH
pelIeHKE O JaJbHEeNIIe KOPPEKIIMHU JO3bI
[Ipekpatuth npuem mnpenapara daTpomoOonar-290 He
MeHee 4yeM Ha 1 Henenro.

>200000/mxkn1 — <400000/mxn1 B
moboe Bpems

> 400000/mx1 IIpu  kommyectBe  TpomOomuToB < 150000/MKI
BO300HOBUTB JICUCHUE B CYTOUHOM J103€, CHUKECHHOM Ha
50 mr

>400000/mMkn  crycTss 2 HEACnH
Teparuu npenapatoMm | [Ipekpatuth nmpuem npenapara Iarpombonar-29@
Ontpombonar-29® B CHIKEHHOU
CYTOYHOM J103€

THocmenennoe cHudicernue 003vl v NAUUEHMOS C MPEXAUHEHbIM OMEemoM Ha mepanuio (1etuKoyumol,
SPUMPOYUNBL U MPOMOOUUmMBL)

[Tocne poctwxkenust koiaumdectBa TpomOoruToB >50000/MKI, KOHIEHTpAIMM TEeMOTJIOOMHA
>10 r/an 6e3 TpaHC)y3HWil SPUTPOIMTHON Macchl U abCoMOTHOro ymcia HelrpodmioB (AUH)
>1x10%/n1, cTaOUIBHO COXPAHAIOIIMXCS HA MPOTSHKEHMH HE MeHee 8 Heslelb, 703y IpernapaTa
Onrpombonar-29® caenyer cHu3uTh Ha 50%. Ilpu cTaOMIBHO COXpaHSIOMMXCS BbIIICYKa3aHHbBIX
MoKazaressax yepe3 8 Helelb MOocie CHUKEHHS J103bl cleAyeT MPEeKpaTUTh JIEYeHHE MpernapaToM ¢
PETYJSIpHBIM KOHTPOJIEM TIOKa3aTelleld aHanmW3a KpOBU. B ciayyae yMEHBIIECHUS KOJIWYECTBA
TpombonuToB < 30000/MKJI, CHMDKCHHS KOHIIEHTpamuu reMorioomHa <9 r/mn wm npu AYUYH
< 0,5x10%/1 BO3MOKHO BO30OHOBIIEHKE JIeUeH s IPENapaToM B IpekHel 3¢ dexTHBHOM 103e.

Ommena npenapama

B ciyyae oTCyTCTBHSI reMaTOJIOTMYECKOT0 OTBETA 1ocie 16 Henenb JeUeHus: Tepanuio npernapaTom
Ontpombonar-29® cienxyer orMeHUTh. Heob6XxoammMo paccMOTpETh BO3MOYKHOCTh OTMEHBI TEPAITHH
npemapaToM DnaTpombomnar-29® B ciydae MOSBICHUS HOBBIX IUTOTEHETUYECKUX OTKIOHCHHA (CM.
pazmen 4.8.). Taxxe oTMeHa Tepamuu mpenaparoM InaTpombomnar-29® tpebyercs B cirydae
Ype3MEpPHOT0 OTBETA CO CTOPOHBI KOTMYECTBA TPOMOOIMTOB (KaK ykazaHo B Taduuiie 6) Wi BaKHBIX
OTKJIOHCHHH Pe3yJIbTaTOB «IIEUCHOYHBIX» TECTOB (CM. pazzen 4.4.).

CTHU

[Ipenapar Dnrpombomnar-29® He cineayeT Ha3HA4aTh JAETsAM B Bozpacte oT 0 10 3 ner ayisg JaHHOM
JIEKapCTBEHHON ()OPMBI B CBSI3U C HEBO3MOXXHOCTBIO 00€CIICUUTh PEXKHUM JTO3UPOBAHUS.

Oco0Oble T'PYIITBI TAITUEHTOB

ﬂuua nooaHCuUs0c0 so3pacma
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crapuice. B xiuHH4Yeckux HCCIICA0OBAHUAX HE OTMCYCHO KIMHHUYCCKH 3HAYUMbIX paBJII/I‘II/Iﬁ
0€30macHOCTH AATpoMOoOIara y maiueHToB B Bo3pacTe 65 JeT U cTapiie Mo CpaBHEHHUIO ¢ Oosee
MOJIOABIMHU ITalTUCHTaAMU. I[pyrlfle KIIMHUYCCKHUC JAHHBIC TAKIKC YKA3bIBAIOT HA OTCYTCTBUC paBJ’II/I‘II/Iﬁ
B OTBETAaX Ha JICYCHUE y TMOKWIBIX MAIMEHTOB M TAIMEHTOB 00Jiee MOJIOJIOTO BO3pPACTa, OJHAKO
HCJIB3d HCKIIIOYHUTH IMMOBBINICHHYIO YYBCTBUTCIIBHOCTL K IMPCIapary y OTACIbHBIX MallUCHTOB
MOYKUJIOTO BO3pacTa.

HauueHmbl C NOYEeUHOU HeOOCMAamoO4HOCbIO

Koppekuuu 1036l y HalMeHToB ¢ HapylieHneM (QyHKUHU mouek He TpeOyercs. OJHaKo B CBSI3U C
OTPAaHUUYEHHBIM ONBITOM IPUMEHEHHUS B KJIMHMYECKOM NPAaKTHKE Yy MalMEHTOB C HapylICHHUEM
GyHKIMU mo4yek 3aTpoMOonar cienyeTr MPUMEHSTh C OCTOPOXKHOCTHIO U Ha (DOHE TIIATEIHHOTO
MOHMUTOPHHIA, HAIIPUMEP, KOHTPOJISI KOHLIEHTPAaLlMM KpEaTUHUHA B CHIBOPOTKE KPOBHU U ITOKa3aTesen
aHAJIM30B MOYH.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMoOYHOCMbIO

VY mnamuentoB ¢ UTII u Hapymenuem ¢yHkumm nedeHu (> 5 OamwioB mo mkane Yanna-IIsio),
npenapar arpombomnar-29® cienyer NPUMEHSATh C OCTOPOXKHOCTBIO Ha (DOHE TIIATEILHOTO
KOHTpOJIsI cocTostHUS (cM. pasnen 4.4.). [Ipu HeoOX0IMMOCTH Tepalnuu MpernapaToM DITpomMooIar-
29@ y nanuenta ¢ UTII u HapymenueM QyHKIIMM NIEUYEHU JICYUEHUE HAYMHAIOT B 103€ 25 MI/CYT.

VYBenuuuBath 03y IpernapaTa y NalUMeHTOB ¢ HapyLICHUSIMH (YHKIHMU MEYECHU CIeIyeT He paHee
4yeM uepe3 3 HeJeNH Mocje Havala Tepanuu.

VY mammentoB ¢ xponumdeckuM BI'C m HapymieHnem ¢GyHKIHM TEUYCHH, a TAKXKE Yy MAIlUEHTOB C
pedpakreproit TAA u HapymeHueM (YHKIHHU [IEUEHHU Mpenapar cieayeT NPUMEHSITh B 103€ 25 Mr
1 pa3 B cyTKH.

B ximHu4eckoe uccieqoBaHHE y ManUeHTOB ¢ TAA, He IOJIydyaBIIMX paHEe NPOTrPAMMHYIO
MMMYHOCYTIPECCUBHYIO TEPAIHIO, HE OBUIM BKIFOUCHBI AIMEHTHI ¢ UCXO0aHBIM ypoBHeM ACT/AJIT,
npesbimatomeM B 5 pa3 BI'H. Hauansnast mo3a antpombonara y nanuentoB ¢ TAA u neueHoyHOH
HEJ0CTaTOYHOCTHIO B MEPBOW JIMHUU TEPAIlUU JOJKHA ONpPENesaThCs 10 Mepe HEOOXOAUMOCTH Ha
OCHOBAaHUM KIIMHUYECKOW OLIEHKH, MEPEHOCMMOCTH Ipenapara M TIIATEIbHOIO MOHUTOPHHIA
(YHKIMM TICYCHH.

Cnoco0 mpuMeHeHus

BuyTpsb.

[Tpenapat Dnrpombonar-29® crienyer npuHUMATh 1O KpaifHel Mepe 3a 2 Jaca J10 uin yepes 4 yaca
1ocje npreMa TakuX MPOoAYyKTOB KakK aHTaIU/Ibl, MOJIOYHBIE MPOYKTHI MJIM MUHEPaJIbHbIE 100ABKH,
coJieprKallye MOJIUBAJICHTHBIE KATHOHBI (HApUMep, KATHOHBI ATFOMUHHUSA, KaJIbIIHS, JKele3a, MarHus,
ceJIeHa M IMHKA) (CM. pasnensl 4.5. u 5.2).

TaGnerku npemnapara MO>KHO IPUHUMATD C MHILEH, coaeprkaiield HeOOIbIIOe KOJTUIECTBO KAJIbLIUSI
(<50 Mr) mm npeAnoYTUTEIHLHO HE COAEPIKAIEH KaTbITHA.

4.3. [IporuBONOKA3aHUS

—  THUNEPYYBCTBUTEIBHOCTh K DITPOMOOIAry WM K ITIOOOMY W3 BCIOMOTATEIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pazzene 6.1.;

—  MUEJIOAMCILIACTUYECKUH CUHAPOM (B CBSA3M C OTCYTCTBHEM JaHHBIX MO 3P (EKTUBHOCTH U
0€30MMacCHOCTH y TaHHOM KaTeropuu MaIleHToB, cM. pa3aen 4.4.);

—  OepeMEeHHOCTh U NEepUOJI TPYAHOTO BCKapMIIMBaHUs (CM. pa3zaen 4.6.);

—  JIETCKHM BO3pacT muiajiie 3 jeT (s JaHHOU JIEKapCTBEHHON (DOPMBI).

4.4. OcoOble yka3aHHs ¥ Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEeHUH
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IIpy npumMeHeHHUHM 3JTpOMOONAra B COYETAHMH C Tepanueil UHTePpdepOHOM CylIeCTBYeT
NOBBIIEHHBbIII PHCK Pa3BUTHS HeXKeJATEIbHBIX PeaKNuil, BKJIKYAsA MNOTEHIHAJIbHO
JIETAIbHYI0 JeKOMIIEHCAUI0 (PYHKIMU TMeYeHH U TPOMOOIMOOIMYECKHE OCJIO0KHEHUS Yy
nanueHToB ¢ xpoHudeckum BI'C, conpoBoxkaawmumcsi TpoMOOUHMTONEHHEH H
NPOrpPecCUPYOIMM XPOHHUYECKHM IMOPAaKEHHEM IEeYEeHH, YTO OonpeAeasieTcss HU3KHUMH
ypoBHsAMHM anbOymMuHa < 35 r/a uau O6aniaom > 10 mo mkane MELD (Moagesb KOHe4HOM
craguu 3a0oJieBanusi nedyenu). Kpome TOoro, mpeumyiecrsa tepanuu, odecrneynBaromei
YCTOMYHBBIN BUPYCOJTOTHYECKHIA OTBET 10 CPABHEHHIO € I1a1e00, ObLJIN He3HAYMTEJIbHBIMU
Y AaHHbIX NANUEHTOB (B 0COOCHHOCTH Y MAUMEHTOB ¢ UCXOAHBIM aJbLOYMUHOM < 35 r/a) Mo
CPaBHEHHUIO C TPyNNoii B ejoM. Tepanusi 31TpoMO00NaroM y TAaKUX NalUEeHTOB J10/2KHA ObITh
HA4YaTa TOJbKO CHEeNHATMCTAMM, MMEWIIMMHU ONBIT B Tepanuu nporpeccupymomero BI'C, u
TOJBKO TOrAAa, KOIJa PHCKH TPOMOOUUTONEHMH WJIM OTKa3 OT NPOBOAUMOI
NPOTUBOBMPYCHOW Tepanuu TPeOylOT BMemareabcTBa. Ecam mnpoBeneHue Tepanuu
KJIMHUYECKH ONPAaBJAaHO, HEOOXOAUM TIIATEJIbHbI MOHMTOPUHI TAKHX MAIlHEHTOB.

IIpuMeHeHne ¢ aHTUBHUPYCHBIMH IIpEnapaTaMu IpsIMOTo JICHCTBUS

He wusydensl 3¢hdexkTHBHOCTE M 0€30MacCHOCTh OJHOBPEMEHHOTO MPUMEHEHHUs >SJTpoMOonara c
POTHUBOBUPYCHBIMH IpeTapaTaMy MpsIMOT0 IEHCTBUS, pa3pellICHHBIMHE IS JICYEHUS! XPOHHUECKOTO
renatuta C (MHTUOUTOPBI IpoTea3bl BUpyca renatuta C, HyKJI€03UJHbIe HHTMOUTOPHI MOJIMMEPAa3bl,
HEHYKJICO3UHbIE HHTHOUTOPHI oIMMepasbl, NS5A UHTHOUTOPHI).

I'enaToTOKCUYHOCTE

[Tpumenenne >nTpoMOOINara MOXeT BbI3BATh OTKJIOHEHHUS OT HOPMBI JIAOOPATOPHBIX IMOKa3aTese
GyHKIUU TE€YeHH, TSHKENble TelaTOTOKCUYECKUE SIBICHUS M IMOpaK€HUE MEYEHHU C BO3MOXKHBIM
JIeTATbHBIM UCXOJ0M. B KIIMHMUECKUX HCCIIEIOBAHUAX Y MAIMEHTOB (KaK B3pOCIHbIX, TaK U JIETEH) C
xporndeckod UTIT ormedyeHo nopsinieHre akTMBHOCTH ChIBOPOTOUHBIX AJIT, ACT 1 KOHIIEHTpauu
HENpsIMOTo OUIMpPYyOMHA. DTH PEaKIM¥ HOCHIW MO OOJblneld 4dacTh jerkuid (1-2-s cTeneHw) u
oOpaTtuMbIil XxapakTep 0e3 KIMHUYECKH 3HAUMMBIX CUMIITOMOB, KOTOpPBIE Obl CBHIETEIHCTBOBAIHU O
HapylieHnH (PYHKIIMY TTEYCHU.

B tpex mnane60-KoHTpOIUPYEMBIX UCCIETOBAHMIX Y B3pOCbIX ¢ XpoHudeckoi UTII y 1 manuenTa
B rpymme 1iane6o u y | manueHTta B rpymie, moxydaBIiei JeueHrue dJITpoMOonarom, Ha0 I aanoch
HapyuieHre QyHKIUU MedyeHu 4 creneHu TsokecTu. [1o gaHHbIM IBYX Mane00-KOHTPOIUPYEMbIX
HcCce0BaHUM y manueHToB Bo3pacte oT 1 roga no 17 ner ¢ xpouunueckoit UTII HexxenarenbHbie
peaknuu B Buje NoBbimeHus: akTuBHOCTH AJIT, B 3 pasa mpesbimaroniue BI'H, Obin oTMeueHs! y
4,7 % wn 0 % marueHToB, NOTyJYaBIINX JICUSHUE SATPOMOOIIAroM U Mianedo COOTBETCTBEHHO.

[To mavHBIM 2-X TUIANE00-KOHTPOIMPYEMBIX HCCICIOBAHUN HEXKENaTeNbHBIC PEAKIUU B BUJC
noBbIieHus: aktTuBHOCTH AJIT y manmentoB ¢ UTII 6sumn otmeuensr y 5,7 % u 4,0 % marnueHToB,
MOJTyYaBIIUX JICYCHHUE AIITPOMOOIAroM H 1mianedo COOTBETCTBEHHO.

B 2-X KOHTpOJIMPYEMBIX KIMHUUYECKUX UCCIIEOBAHUAX C yYaCTHEM MAI[MEHTOB C TPOMOOLUTOIIEHHEN
u BI'C Opun 3apeructpupoBanbl ciyyan > 3-kpaTHoro ysenudeHus: aktuBHOcTH AJIT mmm ACT
Boiie BI'H y 34 % u 38 % nanueHToB B rpymnie ai1TpoMOoriara 1 B TpyIe mianedo CoOoTBETCTBEHHO.
[Tpumenenue antpombonara 0JHOBPEMEHHO ¢ KOMOWHAIMel MAruHTepdepoHa u pudaBuprHa ObLIO
KOCBEHHO CBSI3aHHO C THNEPOUIUPYOHHEMHUCH.

3aperucTpupoBaHsl ciiyyad >1,5-KpaTHOTO YBEIMYEHUs KOHIICHTpALUU 00Iero ounupyOuHa BbIIIe
3nauenust BI'H B 76 % u 50 % B rpynmne sntpomOonara u B rpyIiie mianedo COOTBETCTBEHHO.

B OTKpBITOM HEKOHTPOJUPYEMOM HCCIENOBAHMU NalMEHTOB ¢ TAA, KOTOpbIM HE NMPOBOAMIACH
paHee MporpaMMHasi IMMYHOCYIIPECCUBHAS TEPAIHsl, IPU MPUMEHEHUH ITpoMOoara COBMECTHO C
JIOUIaJUHBIM AHTUTUMOLIUTAPHBIM UMMYHOTJIO0YJIMHOM U IIUKJIOCTIOPUHOM OTMEYAJIOCh > 3-KpaTHOe
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naiueHToB (29 u3 62). Hu oaun U3 ykasaHHbIX ciydaeB yBenuueHust nokaszareneit AJIT, ACT u
oOmero OuaMpyOnHa HE TIPUBENT K OTMEHE TEepaIlvU.

[Ipy nmpuMeHeHMH B MOHOTepamuu y manueHToB ¢ pedpaxrtepHoit TAA II ¢as3sl > 3-kpatHOe
yBenudeHnue mokazateneid AJIT u ACT ogHOBpeMeHHO ¢ > 1,5-KpaTHBIM YyBEJIMUYEHHUEM OOIIETO
(HempsiMoro) OmMpyouHa ObT0 OTMEYeHO Y 5 % maruentoB. O0muil OunupyOrH ObUT yBEINYEH
B> 1,5 pazay 14 % nmauueHTos.

Onrpombonar uarudupyet reisl UGTIA1 u OATP1B1, koTopbie MOTYT ClIOCOOCTBOBATH Pa3BUTHIO
HETIPSIMOM THUNEpOUIupyOnHeMun (CM. pa3ien 5.).

VY mamuentoB ¢ UTIL, BI'C u pedpakrepnoit TAA ceiBopoTounyto aktuBHOCTh AJIT, ACT u
KOHIICHTpaluio OunupyOnHa HE0OXOJAMMO W3MEPUTh 0 Hayaja JICYCHHsS DJITPoMOOIarom, 3arem
KOHTPOJUPOBATh KaXKAble 2 HEIeNd BO Bpems moadopa J03bl, a TaKXKe EXKEMECSAYHO I0cIie
JOCTUKEHHS CTAOMIIbHOM JT03BI.

HOBTOpHOG HUCCIICO0OBAHUE I10CJIC BBISABJICHUA OTKIIOHCHUA oKa3aTeiiel q)yHKI_[I/II/I MEYCHU OT HOPMbI
MpOBOMAT B TeueHWe 3—5 paHeidl. Ecim chIBOpOTOYHAs KOHIIGHTpaIus oO0mero OwimpyonHa
YBEIIMYEHA, CJEIyeT OIpelIe]UTh KOHIEHTPAIMIO €ro OTAENbHBIX ¢pakuuid. B  cioydae
MOJITBEPKICHUS] OTKIIOHEHHSI OT HOPMBI KOHTPOJIb TMPOJIOIDKAIOT JI0 Pa3pelICHUs] JAHHOTO SIBIICHHS,
€ro cTa0MIM3aIuy MO0 BO3BPAIICHHUS MTOKA3aTeNe K HCXOTHOMY YPOBHIO.

Jleyenue snTpoMOoIIaroM mpekpaiaroT B cirydae > 3-kpatHoro npessimenus aktupHoctr AJIT BI'H
y TMAalWeHTOB C HOPMAIbHON (yHKIMEH TNeueHW WU B Ciloydae > 3-KpaTHOTO YBEITUYCHHS
OTHOCHUTEIILHO MCXOJHOTO YpOBHS (Miu > S-kpaTHoro yBenmueHnuss BI'H, B 3aBucumocTH OT TOTO,
KaKoM IMoKa3aTellb HUXKE) Yy MalUeHTOB C MOBBIIEHHON akTUBHOCTHIO AJIT 10 Hauana snedeHus u
CJIEIYIOINX IPU3HAKOB:

® [IPOTpPECCHpPOBAaHME HAPYIICHUS, TNOO

® COXpaHEHHWE HapyLICHUS Ha MPOTSHKEHUN > 4 Helenb, TN00

® €ro COYEeTaHUE C MOBHIIIEHNEM KOHIICHTPAIUU IpsMOro OunupyouHa, 11uoo

® €ro CcoYeTaHue ¢ KIMHUYECKUMH CHUMOTOMAaMHM TOPAKEHUS TMEYCHM WIM NpU3HAKaMHU
JeKOMITeHCanuy (pyHKINHU ITeYeHH.

B ciydae npuHSATHS peleHus 0 Ha3HAYeHUH >ITpoMOoriara B mepBoii tuHuM tepanuu TAA cienyer
npoBecTH aHanu3 nokasareneid AJIT, ACT u OunupyOuna 10 Hadasa jedeHus. B ciryyae moBbIIICHHS
nokasareneit AJIT Ha MPOTsHKEHUH TEPaIu CIIeIyeT KOPPEKTUPOBATH J03BI AITpoMOOIIara CoraacHo
pEeKOMEHIalusIM, yKa3aHHbIM B Tabmure 5.

Y IIalTUEHTOB C BaGOﬂeBaHI/IHMH IICYCHU 3JITpOM6OHaF CJICAYCT MPUMCHATH C OCTOPOXHOCTLBIO.
Jleuenne mammentoB ¢ UTII u pedpaxreproit TAA Ha hoHe MMEIOMUXCS HApYIICHUH (PYHKIIUN
MEYCHU CJICAYCT HAYMHATDH C MHUHHUMAaIbHOMI CTapTOBOfI JO3bI.

JlexoMmrencamys GVHKIMY DedeHd (IpUMeHeHne ¢ HHTepdepoHamn)

HGKOMHGHCEIHI/IH (bYHKI_II/II/I MNEYCHNU Yy MAlMCHTOB C XPOHHUYCCKUM TICIAaTUTOM C: HGOGXOI[I/IM
MOHUTOPHHT MAIlMEHTOB C HU3KUM ypoBHeM anbOymuHa (< 3,5 r/m) miam 6autom > 10 mo mkane
MELD.

VY mnanuentoB ¢ xponmdeckuM BI'C u muppo3om mpu jedeHuH wHTEpPepoHaMu-aabha MOXKET
CYIIIECTBOBATh PUCK JCKOMIICHCAIIMU (YHKIMH MEYCHH. B IBYX KOHTPOIUPYEMBIX KIMHUYECKUX
HCCIEAOBAaHUSAX C Yy4JacTHEM TmarueHToB ¢ TpoMOomuTonennert u BI'C, moka3arenu,
CBUJCTENLCTBYIOIINE O JCKOMIICHCAIMU (DYHKIMU TIeYeHU (acIUT, MEeYeHOYHas JHiedanonarus,
KpOBOTEUYEHHE M3 BAPUKO3HO PACIIUPEHHBIX BEH, CIIOHTAHHBIA OakTepuaIbHBIA MEPUTOHUT), Yallle
OoTMeYaIuch B rpymre sntpombomnara (11 %), yem B rpymnme miane6o (6 %). Y manueHToB ¢ HCXOTHO
HU3KOM KOHIIeHTpanued anpoymuHa (< 35 r/n wimm Oamnom > 10 mo mxkane MELD) puck
JeKoMIIeHcauu (DYHKIIMU TIeYeHr ObUT B 3 pasa BBIIIE, a TAKXKe ObUIO OTMEYCHO YBEIIMYCHHE PUCKA
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BEIPOXEHHBIM TOpakeHHeM meueHu. Kpome Toro, mpeumMyIiecTBa Tepamuu, 00eCledrBaroIiei
YCTOWYMBBIM BUPYCOJOTHUECKUH OTBET MO CPaBHEHUIO ¢ Iane0o, ObIM HE3HAUUTEIbHBIMU Yy
JAaHHBIX TTAITUEHTOB (B OCOOCHHOCTH Y MAIIMEHTOB C UCXOHBIM alTbOYMUHOM < 35 T/1T) IO CPAaBHEHUIO
C TPYNIOH B LIeJIOM. DIITpoMOoOIIar ciaelyeT Ha3HayaTh TAaKUM MMallMeHTaM TOJIBKO TOCIe TIIaTeIbHON
OILICHKH 0XH1aeMOoro 3(pdeKTa OT Tepanuu Mo CPABHEHHUIO C BOSMOKHBIMU PUCKAMH.

Cne/:[yeT TIIATCIBHO Ha6J'IIOI[aTB ManuEHTOB € TaKWUMH JaHHBIMKW Ha HAJIW4YHUEC IIPU3HAKOB H
CHUMIITOMOB ACKOMIICHCAIIUH (1)yHKI_[I/II/I IICYCHHU.

Jlia nonyyeHus: “HGOPMaLMK O KPUTEPUSIX OTMEHBI MCIONIb3YyHTEe MHCTPYKIUIO MO MPUMEHEHHUIO
COOTBETCTBYIOLIUX MpenapaToB HHTepdepona. [Ipuem sanrpombonara cieryer NpeKpaTuTh B Cydae
OTMEHBI MPOTUBOBUPYCHOM Tepanuu B CBSI3U C IEKOMITEHCAIUEH (PYHKIIMY MTEYESHHU.

Tsoxenple IopakKeHUs IEUYEHN

B knuHM4eckux uccieoBaHugaX ObUTH OTMEUEHBI OTACIbHBIC CIIy4Yan TSHKENIOro MOPaKEHUS MeYCHH.
[ToBeimeHne 1a00PaTOPHBIX MOKa3aTeNiel TEUeH! BO BCEX CIIyYasiX pa3periaiioch Moclie mepephiBa
WM OTMEHBI TEpaluM SITpoMOomaroM. B KIMHWYECKHUX HCCIIENOBAHUSX y MalMeHTOB ¢ TAA,
KOTOPBIM HE€ IIPOBOAWIACH IIpOrpaMMHas HMMMYHOCYIIPECCHUBHAasA Tepamlus, W y IAIUEHTOB C
pedpakreprnoit TAA ciydaeB pa3BUTHS TSHKEIOTO MOPAKECHHS MEUEHU BBISIBJICHO HE ObLIO, OJHAKO
YHCJIO MAlMEHTOB C JaHHBIM MOKa3aHWEeM ObLIO OrpaHWYeHO. YUUThIBas NMpuMeHeHue mnpu TAA
MaKCUMaJIbHOW OmycTHMOW 103bI Tpenapara (150 mr/cyT) m xapakTep peakiuu, HeOOXOIUMO
YUUTBIBATh BO3BMOKHOCTb Pa3BUTUA TOPAKCHUA NNICYCHNU, HHAYLIUPOBAHHOI'O IPUCMOM IIpCIiapara.

TpoMmboTHYECKHE W/WIH TPOMOOIMOOINYECKHE OCI0KHEHUS

KonndecTBo TpOMOOIMTOB BBINIE HOPMBI MPEICTABISIET TEOPETUUYECKHI PUCK TPOMOOTHUECKUX
u/umm TpoMOOAIMOOIMUECKHX OCIOKHEHUH. B KIMHWYECKMX HCCIeOBAaHUAX ITpoMOomara y
narueHToB ¢ UTII pombGoamObonnueckre 0CIoKHEHNS HA0TIOAATUCh TP KOJTUYECTBE TPOMOOIIMTOB
KaK HUXKe, TaK U B TIpeiesiaX HOPMBI.

[TarienTaM ¢ M3BECTHBIMU (DaKTOpaMH pPUCKAa TPOMOOIMOOIMYECKHX OCIOXKHEHUH (TakKMX Kak
myTanus daktopa V Jleitnena, nepunut antutpomOuna I1 (ATIID), antrudochomunuanbii CHHAPOM
U JIp.) CIIEAYEeT yAeNITh 0c000e BHUMaHHE P MPUMEHEHHUH dIITpomMbonara.

CrnenyeT TIIATENbHO KOHTPOJMPOBATH KOJUYECTBO TPOMOOLIMTOB M PacCMOTPETh BOMPOC O
CHIDKCHUU JTO3bI WUIM OTMEHE 3IITpOMOoIIara, €Clii KOJIM4eCTBO TPOMOOIIMTOB MPEBBIIIACT IEJICBHIE
3HAYEHUS.

B uccnenoanusax mo UTII y 17 u3 446 naruenTos (3,8 %) Obu1 oTMedeH 21 TpoMOOTHIECKHH W/WiH
TpoMOOIMOOIMUECKHil AMK30/. TpomMO0IMOOINK BKIIIOYAIN: IMOOJHIO, B TOM YHCJIE JIETOYHYIO
sMO0NMI0, TPOMOO3 TIYyOOKHX BEH, TPAH3UTOpPHBIC HIIEMHUYECKHE aTakh, MH(APKT MUOKapia,
WIIEMUYECKU WHCYJIBT W 3aMOA03PCHHBIA TPOJOHTHPOBAHHBIM OOpAaTUMBIN HIIIEeMHYCCKUI
HEBPOJIOTUYECKUN AePUITUT.

He cnenyer mpumeHsTh 3nTpoMOomnar Juist JIe4yeHUs MaldeHTOB ¢ HapylleHHeM (QYHKIUU MeYeHH
(= 5 6annos no mkane Yaitna-I1s10), ecnu oxxugaeMast mojib3a HE IPEBBIIIACT YCTAHOBICHHBIN PUCK
TpomM0OO3a BOPOTHOM BeHBL. Eciam JnedeHwe cyuTaeTcs Ieaecoo0pa3HbIM, CIeAyeT COOMoaaTh
OCTOPOXHOCTH MPH MPUMEHEHUH ITpOMOONara y naiueHTOB ¢ HapyluIeHHeM (yHKLIUH ITEYESHH.

B 2-x KOHTpOJIMpYEMBIX HCCIAEAOBAHUSAX C y4acTHEM MaIMeHTOB ¢ Tpomboruronenueidr u BI'C,
nosydaBmux tepanuio uHTepdeponom (n = 1439), y 38 uz 955 mamuentoB (4 %), momydaBIIUX
antpomOonar, 'y 6 u3 484 nanuenTos (1 %), momydaBmmx miaanedo, OTMEYaIuCch TPOMOOTHYECKHE
WM TpPoMOOIMOOIMYECKHE OCIOXKHEHUS (Kak BEHO3Hble, Tak U apTepuanbHbie). CoObITHs
MIPEUMYIIECTBEHHO ObUTH HETSKEIBIMU M Pa3pellniiCh K KOHILY uccienoBaHus. TpoMO03 BOPOTHOM
BEHBI ObLT HanboJIee PACIIPOCTPAHEHHBIM U3 TPOMOOIMOOINYECKUX OCIOKHEHUH B 00€UX TpymIax
(2 % mnamueHTOB, MOdy4aBmIMX daTpombonar, u <1 % mnanMeHToB, MOJy4aBIIMX IUIaEe0o).
BpemeHHOM  CBsI3M  MEXIy HAayaJloM JIEYCHHS M PA3BUTHEM TPOMOOTHYECKHX  W/WIH
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(< 35 r/a) unm 6amiom > 10 o mkane MELD oTMedeHo IByKpaTHOE YBEIMUYCHHE PUCKA Pa3BUTHUS
TPOMOOIMOOIMUECKUX OCIIOKHEHUN B CPaBHCHHUHW C TMAIMEHTaMH C 0o0Jjiee BBICOKMM YPOBHEM
anp0yMIHA; TAITUEHTHI B Bo3pacTte 60 J1eT u cTapiie UMeH ABYKPATHOE YBEIMYCHUE PUCKA Pa3BUTHS
TPOMOOIMOOIMUECKUX OCIOKHCHUH, 4YeM 0oJyiee MOJIOABIC MaIlMeHTHhl. DaTpoMOomar ciemyer
MPUMEHSTh JIJISl JICYCHHs] TaKUX MAalMEHTOB TOJBHKO IMOCIE THIATENLHOTO CPABHEHHUS OKHUIAEMOM
MONB3bl W BO3MOXKHBIX  PUCKOB.  DOJNBIIMHCTBO  CiIydyaeB  TPOMOOTHYECKHX  W/WJIH
TPOMOOIMOOINIECKUX OCIIOKHEHU HE TIPUBEIIO K MPEKPAIICHUIO TPOTUBOBUPYCHOM TEpaITHH.

B KOHTpoMpyeMoM HcCIeJ0BaHUY C yYaCTHEM MAI[MEHTOB ¢ TPOMOOIIMTONEHUEH U XPOHUYECKUMHU
3a0oseBaHUsAMU TeueHH (n = 288), mepeHecmuX IJIaHOBblE WHBA3WBHBIE BMEIIATENbCTBA, PUCK
TpoM003a B cCCTeME BOPOTHOM BEHBI ObLJI MOBBILIEH Y MALIMEHTOB, OJYYaBIIUX ATpoMOomar B 103€
75 mr 1 pa3 B cyTku B TeueHue 14 nHei.

Y mectu u3 143 (4 %) B3pOCHBIX MAIMEHTOB C XPOHUYECKOW OOJIE3HBIO MEYEHHU, MOJyYaBIIUX
anTpoMOomnar, pa3BUINCh TPOMOOIMOOIHUECKUE SBIICHUsI (BCE B CHCTEME BOPOTHOU BEHBI), a B
rpynne rmianedo TpoMOosIMOoIUecKre sSBIEHUS pa3BUIUCH y 1BYX u3 145 (1 %) manumentos (1
ciiyyail B cucreMe BOpPOTHOW BeHBbl M | ciydail mHpapkTa Muokapaa). Y MSATH NalKEHTOB,
MOJIy4aBIIUX JIEUEHUE AITpoMOOnarom, TpoMO0OIMOOINYECKHE SBJICHUS pa3BUIUCH B TeueHue 30
JHEH TMocie 3aBeplIeHHs MpueMa IITpoMOoriara mpu KOJIMYECTBE TPOMOOIIUTOB, MPEBBIIIABIIEM
200 000/mKJ1.

B xnmuHnyeckux uccrnenoBaHusx pedpakrepHoil TAA cinyyaeB pa3BUTHS TPOMOOTHYECKHUX W/WIIN
TPOMOOIMOOTMYECKUX OCIIOKHEHHI BBISBICHO HE OBLIO, OJHAKO YHWCIIO IMAIMEHTOB C JIaHHBIM
nokazaHueM ObuTo orpannyeHo. Heo0XoauMo yUuThIBaTh BO3MOXKHOCTD Pa3BUTHSI TPOMOOTHUECKUX
u/umm  TpoMOOIMOOIMYECKUX OCIIOKHEHUH, WHAYIMPOBAaHHBIX TPHEMOM JJITpoMOoIiara, B
MOMYJIALUY TAlMEeHTOB, IPUHUMAsl BO BHUMaHHE HAa3HAYCHHE MAaKCUMAJIBHO JIOIYCTHMOM /03Bl U
XapakTep peaKium.

DaTpombonar He ciaeIyeT IPUMEHSTh JJIs JICYCHHSI TPOMOOILUTOIICHUH Y TIAIIMEHTOB ¢ XPOHUYECKUM
3a00JieBaHMEM TIE€YEHU B paMKaxX IMOATOTOBKM K MHBA3WBHBIM MpolleaypaM (Hampumep, Ouorcus
MIEYCHH, TPAHCBIOTYJIIPHOE BHYTPUIICYCHOUHOE MOPTOCUCTEMHOE LIIYHTHUPOBAHUE,
SHAOCKOMUYECKHI METO/1 JIeUeHUsI BAPUKO3HOTO pacIIMPEHHs BEH MUILEBO/A).

KDOBOTG‘IGHI/IG NOCJIC NpECKpalllCHUA JICUCHU 3HTDOM6OHaFOM

[Tocne mpekpamenusi Teparnuu >aTpoMOonaroM, HaszHaueHHou st jgedenuss MTII m BIC, y
GOHBLHI/IHCTBa IIallTUEHTOB KOJINYECCTBO TpOMGOI_II/ITOB B TeueHue 2 HCACIIb BO3BpPAIIACTCA K
UCXOJHOMY 3HAUEHUIO, YTO TOBBIIIAET PUCK PA3BUTHUS KPOBOTEUECHMS, a B HEKOTOPBIX CIydasx
MOXKET TPHUBECTH K KpOBOTEYeHHIO. KommdecTBOo TpPOMOOIIMTOB HEOOXOIUMO E€XKEHEIEITHHO
KOHTPOJIMPOBATh HA MPOTSHKEHUH 4 HEe/Ieb Moce OTMEHBI AITpoMOorara.

IIporpeccupoBanue CYILECTBYIOMEro MueoaucIuiactuueckoro cuaapoma (MJC)

AronuCTHI perientopa TpoMoonodTuaa TPO-R sBastorest pakropamu pocTta, MPUBOIAITUMHU K POCTY
u auddepeHInpOBKe KIETOK-IPEIIIECTBEHHUKOB, B T.4. TU(G(GEpeHIUpOBKE U BBIPAOOTKE
TpombonuToB. DKcnpeccuss TPO-R nmpoucxoauT Ha MOBEPXHOCTH KIETOK MUEIOUIHOTO POCTKA.

CyuiecTByeT omaceHwe, 4ro npuMeHeHue aroHuctoB TPO-R  Moxer cTuMynupoBarthb
IIPOrPECCUPOBAHUE CYLIECTBYIOIIMX 3JI0KAYECTBEHHBIX T€MaTOJIOIHYECKHX 3a00JIeBaHUIl, TAKUX KaK
MJIC. B kIMHHYECKUX HCCIIEN0BAaHUAX MU IpuMeHeHnH aroHuctos TPO-R y namuentos ¢ M/IC
OTMEYEHBI CIy4ad TPAH3UTOPHOIO YBEJIWYEHHUs KOJIMYECTBA OJIACTHBIX KIETOK, a TaKXKe Clydau
nporpeccun MJIC 10 0CTporo MUEIOMAHOIO JIEUKO3a.

C nensto noarsepxkaeHusa nuarnoza UTII wim TAA y mamueHTOB MOXKHIOTNO BO3pacTa CIEAyeT
HUCKIIHOYUTH ,Z[pyrl/le KIIMHUYCCKHUEC COCTOAHUA, HpO}IBHHIOH_II/IeCH TpOMGOI_II/ITOHeHI/IGI\/'I, B 4aCTHOCTH,
uckmounTh auardHo3 MJIC. Crenyer ydecTb BO3MOXKHOCTH TMPOBEICHUS MYHKIIUA W OHUOTICUH
KOCTHOT'O MO3Tra Ha HpOTH)KeHI/II/I TCUCHUA 3a6OJI€BaHI/I$I 148 TepaHI/II/I, B OCOGGHHOCTI/I y ITalIIuCHTOB
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TaKMMH KaK YBEITMYCHHUE KOJTMYECTBA OJACTHBIX KJIETOK B IepU(epruIecKoil KPOBH.

DddekTUBHOCTh U 0€30MMaCHOCTh MPUMEHEHHS dATpoMOoOara Jijis JISUCHUsI IPyrux 3a00JIeBaHuN 1
COCTOSIHUH, COMPOBOMKAAMOIIUXCS TPOMOOIMTONCHUEH, BKIOYas TPOMOOLUTONICHHIO IOCIIe
XHUMHOTEPAITUU ¥ MUACIOANUCIUIACTHYECKUE CHHAPOMBI, B HACTOSIIIIEE BPEMS HE YCTAaHOBJICHBI.

[TpoTHBOMOKa3aHO IPUMEHEHHE ATpoMOoIIara st KOPPeKIUH TPOMOOLIUTOIIEHUH, 00YCIIOBICHHON
MJIC wim ApyrMMH COCTOSIHHSIMH, KpOM€ OJ0OpEHHBIX MOKa3aHWK K TMPUMEHEHHUIO, BHE PaMOK
KJIIMHUYECKUX UCCIIEJOBAHUM.

310KaYeCTBEHHBIC HOBOOOPA30BAHUS 1 IIPOIPECCUPOBAHNE 3JI0KAYE€CTBEHHBIX HOBOOOPa30BaAHMIA

CymiecTByeT TeopeTHYecKasi BO3MOXKHOCTb, 4TO aroHuctsl TPO-R Moryr crumynmpoBaTh
MIPOTPECCUPOBAHKE CYIIECTBYIONMINX T€MAaTOJIOTHYECKUX HOBOOOpa3oBanuii, Harpumep, MJIC.

B xone knmuandeckux uccnenoBanuil y nmanueHToB ¢ UTII (n =493) u BI'C (n = 1439) He nmoka3aHo
pasmuuuii B YACTOTE€ PAa3BUTHs 3JI0OKAYECTBEHHBIX HOBOOOpPA30BaHW WM 3JI0KAY€CTBEHHBIX
3a00JIeBaHUN KPOBU MEX]y MAIMEHTaMH, TOTYYaBIIMMH IJIAe00, ¥ MalMeHTaMu, TOTyJaBITNMH
anTpoMoOoIIar.

3OT0 cornacyercs ¢ HHPOpMaLUeil, MOIy4eHHON B XOZ€ TOKIMHUYECKUX MCCIEOBAHUM, B KOTOPBIX
He ObUIO TMOJIyYeHO CBHJIETENbCTB 3JI0KAYECTBEHHOM mponrdepanuy KIEeTOK MPU HHKyOaluu B
INPUCYTCTBUU 3ATpoMOomara kiaetounblx JuHUM MJIC, KIETOYHBIX JHMHUN pa3iuyHBIX THUIIOB
JIeKOo3a M KIETOYHBIX JIMHUHN COJIMTHBIX OIMyXOJeH (TOJCTOW KHWIIKH, MPEACTATEIHPHOU JKEJe3bl,
SIMYHUKOB U JIETKUX).

Ilutorenernyeckue anoMannu U paszsurre MJIC/ocTporo MHEIOMIHOIO JIEHKO3a V MAIMEHTOB C
TSHKEJION aIIaCTUYECKON aHEMUEN

N3BecTHO, YTO IUTOr€HETUYECKUE AaHOMAJIMH BCTPEUYAIOTCS Y MALMEHTOB C TSKEJION ariacTH4eCKOM
aHemueil. Het maHHBIX, CBUACTENBCTBYIOMINX, YTO AITPOMOOTAr CITOCOOCTBYET MOBBIIICHUIO PUCKA
pPa3BUTHUSl LIUTOTCHETUYECKUX HapylleHW y manueHToB ¢ TAA. B KIMHMYECKOM HCCIEIOBAaHUM
antpombonara Il ¢a3el y mMmanueHTOB ¢ TSDKENOW arulacTUYecKOW aHEeMHEH YacToTa HOBBIX
[IUTOTCHETHYECKUX aHOMaui Obl1a oTMeueHa y 19 % marmuenToB (8 u3 43 manueHToB, y MATH U3
HUX OBUIM OTMEUYEHBI M3MEHEHHS B Xpomocome 7). CpemHee BpeMsl pa3BUTHS IUTOTCHETUYSCKUX
aHOMAJIMH OT Hadaja MCCJICIOBAHUS COCTAaBUIIO 2,9 MECSIIEB.

B xnmHMYeCcKHX HccIeoBaHusAX AnTpombonara y nanueHToB ¢ TAA y 4 % namuentos (5 u3 133)
obi1 quarnoctupoBad MJIC. Cpennee BpeMsi OT Havasia JICUCHHS AJITPOMOOIIaroM JI0 MOCTAaHOBKH
IMarHo3a COCTaBUIIO 3 MecsIIa.

Hns  nanuentoB ¢ TAA, PE3UCTEHTHBIX WJIM  MPEIBAPUTEIBHO  MPOLIEAIIUX  KypC
MMMYHOCYIIPECCUBHOI Tepanuu, pPEeKOMEHAYeTCs IUTOICHETHYECKOe MCCIIeJOBaHUE acmupara
KOCTHOT'O MO3ra JI0 Hayajla TepalmuH JITPOMOOIIaroM, CIycts 3 Mecsia Imociie Havyaja JEYCHUs U
yepe3 6 MecsAleB MOCiIe OKOHYAHUS MPUMEHEHHus 3naTpombOonara. Eciau oOHapyKHWBalOTCS HOBBIC
IIUTOTCHETHYECKIE aHOMAJINH, HE0OXOAMMa OIEHKAa Ie1ecoO0pa3sHOCTH TMPOAOIDKEHUS TEparuH
AITPOMOOTIArOM.

Karapakra
B TokcHKOIOrHYecKnX UCCIeIOBaHUAX ATPOMOOIara y rpbl3yHOB BbISBIISIACH KaTapakKTa.
PexomenoBaHo maHoBOE HAOJIOICHHUE MTAIIMEHTOB HA MIPEAMET Pa3BUTHS KaTapaKThI.

B KOHTpOIMpPYEMBIX HCCIIEOBAHUSAX C yUaCTHEM MalMeHTOB ¢ Tpombonuronenueit u BI'C, kotopsie
MoJTy4JaJii JieueHne Ha ocHoBe uHTepdepoHoB (n = 1439), coolmanock O MPOTrPEeCCUPOBAHUH
KaTapakThl, CyLECTBOBABIIEH UCXOJHO, WIN O MOSBICHUM KaTapakThl y 8 % NAlMEHTOB B IpyIIe
antpomOonara u 5 % nanueHToB B rpymine miamnedo.

Ymnuaenue uarepsasia QT/QTc
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Uccnenosanue BinusiHuA mpenapara Ha uHTepBan QTc ¢ %%ﬁl@%ﬁgg,&tﬁg@pgﬁbﬂsﬂéé

MOJTy4aBIIuX dnTpombonar B 1o3e 150 Mr B CyTKH, HE BBISIBUIIO KIMHHYECKHA 3HaYMMOro 3¢ dekra
npenapara Ha penojsipuzanuio  cepaua. YanuHenue uHtepBaia QTc peructpupoBanu B
KIIMHUYECKUX UCCIIEJIOBAHMIX C ydacTueM manueHToB ¢ UTII u marueHToB ¢ TpOMOOIMTONIEHUEH,
nHumpoBanasix BI'C. Knmmandeckas 3Ha4MMOCTh JaHHBIX SBJICHUHA yuyimHEHHS uHTepBana QTc
HE yCTaHOBJICHA.

VY1para oTBeTa Ha TEPAIUIO ITPOMOOIIArOM

YTpara OoTBeTa WM HECIMOCOOHOCTh MOAJEPKHUBATH KOIWYECTBO TPOMOOIIMTOB TMIPH JICUYCHHUH
AATpOoMOOaroM B PEKOMEHyeMOM JHuara3oHe TpeOyeT TMoucKa TPUYUHBL, OOBSCHSIOMICH
yTpaTy/moTepIo OTBETA.

BuusHRE Ha CEPONOTHUCCKUE TOKA3aTEIIN

OntTpoMOomar 04eHb OKpalleH, IO3TOMY MOKET OKa3bIBaTh BIMSHHE Ha HEKOTOPHIE JIaOOpaTOpHBIE
nmokazaTenu. B psge ciydaeB y NaIlMEHTOB, MPUHUMABIIMX AJITPOMOOIAr, cooO0IIaloch 00
o0eclBeYMBaHUN CHIBOPOTKH KPOBH U BIMSHUY Ha TIOKa3aTenu o01iero OunnpyOnuHa U KpeaTuHUHA.
Ecnu pe3ynbTaTsl 1a00OpaTOPHBIX HCCIEAOBAHNN M KIMHIUYECKUX HAOIOACHUH TPOTHBOpEYaT APYT
ApYyry, TO TMPH HATUYMU KIMHUYECKH YCTAaHOBJIEHHOW JKEJITYXH B OINpPENENICHUH ITOCTOBEPHOCTHU
HU3KUX YpOBHEH 00I1ero 6uaupyOrHa MOXKET TOMOYb OJHOBPEMEHHOE OIpe/Ie/ICHNE MOKa3aTeNei
aMMHOTpaHc]epas, B Cilydae K€ HEOXKHUJAaHHO BBHICOKUX IMOKa3aTeNieil ChIBOPOTOYHOTO KpeaTHHHUHA
clietyeT IPOBOANTH OIICHKY TIOKa3aTelsl MOYeBUHBI KpoBH. [loBTOpHOE MTabopaTopHOE HccieaoBaHe
C MCIIOJIb30BAaHUEM JIPYTroro METOJa aHaIM3a TaK)Ke MOXKET MTOMOYb B ONPE/ICICHUN JOCTOBEPHOCTH
JMarHo3a.

BcnioMorarennbHBIC BEIIECTBA

Hampuu

[Tpemapat Dntpombomnar-29® conepxkut meree | Mmoutb (23 Mr) HaTpust Ha OJHY TabJIETKY, TO €CTh,
10 CyTH, HE COJIEP’KUT HATPUS.

Kpacumenw conneunwiii 3axam drcenmolii

[Ipenapatr DaTpombonar-29® B 103UpOBKE 25 MI' COACPIKUT KPACUTENIb COTHEUHBIN 3aKaT KEJITHIH,
KOTOprfI MOKCT BbBI3bIBATH AJUICPTUYCCKUC PCAKIUMHU M OKaA3bIBATbH OTPULATCIBHOC BJIWAHHWC Ha
aKTUBHOCTh U BHUMaHUE JETEH.

4.5. B3aumopeiicTBHe C [PYrHMH JeKAPCTBEHHbIMHM IIpenapataMd M Jpyrue BHABI
B3aMMOJAEHCTBHUSA

Biusgaue 3HTDOM6OHaFa Ha ApyTruc JCKApCTBCHHBIC IPCIIapaThl

Hneubumopor 'MK—KoA pedykma3swi

[Tpumenenue >nTpomOomnara B 1o3e 75 mMr 1 pa3 B CyTKM B TeueHHE 5 JHEH ¢ pO3yBacTaTHHOM,
SIBJSIIOLIUMCST CyOCcTpaToM OelKoB—TiepeHOCcYrKoB opranndeckux annoHoB OATP1B1 u BCPR, B
oJHOKpaTHOI 103e 10 Mr BBI3bIBaIIO Y 39 310pOBBIX 10OPOBOJIBIEB yBeTHUeHUE Cmax 10 103 % (90 %
J (AU = noseputenbubiii uutepsan): 82 %, 126 %) u AUCinr 10 55 % (90 % AU: 42 %, 69 %)
po3yBacTaTuHa B IUIa3Me KPOBHU.

OxumaeTcss TakXe B3aMMOJCUCTBHE ¢ JpyruMu Tmpenaparamu uHTHOuTopamu ['MK-KoA
pelnyKTasbpl, B TOM YHCIIE aTOpBACTaTMHOM, ()IyBaCTaTUHOM, JIOBACTAaTUHOM, NPABaCTaTHHOM H
cuMBacTaTMHOM. [Ipu OJHOBpEeMEHHOM MPUMEHEHHH C 3IATPOMOOIAroM CcleAyeT paccMOTpETh
BO3MOYKHOCTh CHMKEHHS 1036l MHTHOMTOpoB 'MK—KOA penykrassl ¢ THIATETbHBIM KOHTPOJEM
HEXeJIaTeIbHBIX PEeaKIuii Ha CTAaTUHBI (CM. pa3aen 5.2).

Cyocmpamvt OATPIB1 u BCRP
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[Ipu o1HOBPEMEHHOM MPUMEHEHHUH dIITpOoMOOIIara ¢ JpyruMu é%ﬁlﬁ&&%‘ég@gbﬁiéb&ﬂcﬁﬁﬁhh

oprannueckux aHnoHoB (OATPIB1), (nanpumep, merotpekcat) u BCRP (BCRP, breast cancer
resistance protein — O€IOK PE3UCTEHTHOCTH paka MOJOYHOM >KeJe3bl) (Hampumep, TOMOTEeKaH U
METOTPEKCAT) CIAEAYET COOIOIaTh OCTOPOKHOCTE (CM. pazaen 5.2).

Cybcmpamut yumoxpoma P450

B uccnenoBaHusax ¢ MCMOJIb30BAaHUEM MHUKPOCOM IEUEHH YeNIOBeKa dnTpoMbonar (B KOHIIEHTPAIHH
10 100 MMoJITB) HE MPOAEMOHCTPUPOBAI in Vitro mHrHOUpoBanus nuzodhepmentoB CYP450 1A2, 2A6,
2C19, 2D6, 2E1, 3A4/5 u 4A9/11, u 6b11 uarubutopom m3odpepmentoB CYP2C8 u CYP2C9 mo
JaHHBIM W3MEPEHUH C HWCIOJb30BaHUEM IaKIUTaKcela W JAUKIO(PEHKa B KayecTBE MapKEPHBIX
CyOCTparoB.

[Tpuem snTpomOomnara B q03¢ 75 mr 1 pa3 B cyTku B TeueHUe 7 qHEH y 24 370pOBBIX MYKXUYUH —
JI0OpOBOJIBIIEB HE MHTMOMPOBAT M HE BBI3bIBAJI MHIYKLIHUU MeTabO0JIM3Ma MapKEepHBIX CyOCTpaToOB
dbepmenToB 1A2 (kodenn), 2C19 (omenpazomn), 2C9 (paypobunpoden) nmm 3A4 (Muaazonam).

KnuHuyeckn 3HAYMMBIX B3aUMOJICHCTBUN IMPH OAHOBPEMEHHOM MPHUMEHEHHM 3JiTpoMOomara u
cyocrpaTtoB rutoxpoma CYP450 ne oxumaercs.

Huzubumopel npomeasvl supyca cenamuma C

He Ttpebyercs koppekmus A03bI dATpoMOomara MpH €ro OJHOBPEMEHHOM TPHUMEHEHHH C
TenanpeBupoM wiu OomenpeBupoM. llpu oJHOBpeMEHHOM NpUMEHEHHMH SiaTpomOomara B
omHokpatHoW go3e 200 mr m TemampeBupa B go3e 750 Mr kaxasle 8 yacoB HE HaOJI0AJIO0Ch
U3MEHEHUN OHKCIIO3MIMM TeJalpeBupa B Iula3Me KpoBU. IIpu OJHOBPEMEHHOM NPUMEHEHUH
anTpombOomnara B ogHokpaTHOH mo3e 200 mMr u GomenpeBupa B go3¢ 800 Mr xaxapie 8 4acoB HE
Habmonanoce m3menennit AUC(o_r) OolienpeBupa B I1a3Me KPOBH, OJHAKO OTMEUYCHO YBEIMUYCHHE
Cmax Ha 20% un cHmxkeHne Cpin Ha 32 %. KinnHnueckass 3Ha4MMOCTh YMEHbIIEHHUS Cmin HE
yCTaHOBJIEHA, PEKOMEH/I0BaH THIATEIbHbIN KIMHUYECKUI U 1a00paTOpHBI MOHUTOPHHT CYIPECCHH
HCV.

Jlexapcmeennvle cpedcmea, KOmopble MO2Yyn _OKA3bl8amb 8IUAHUEC HA 3JZH1DOM6OI’ZGZ

Luxnocnopun

OTMe4YeHO YMEHBIIIEHUE YKCIIO3ULUH dITpoMOorara npu 0JHOBpeMEHHOM npuMeHneHun ¢ 200 mr u
600 mr nuknocnopuHa (maruobutopa BCRP), koTOpoe He paclieHeHO Kak KIMHUYECKH 3HAYMMOE.
[Tpumenenue snrpombonara B OJJHOKpaTHOH 103¢ 50 MI ¢ IUKIOCTIOPHHOM B 03¢ 200 MI CHUXKAJIO
Cmax 1 AUCins 3nTpoMOomnara Ha 25 % (90 % AU: 15 %, 35 %) u 18 % (90 % AU: 8 %, 28 %)
cooTBeTCTBEHHO. OpHoBpemMeHHOe BBeneHue 600 Mr mukinocnoprHa CHMKAIO Cmax U AUCint
antpombomnara Ha 39 % (90 % JAU: 30 %, 47 %) u 24 % (90 % AU: 14 %, 32 %) cOOTBETCTBEHHO.
Ha npotsbkeHnn Kypca Tepanuu IpenapaToM 3JITpoMOOnaroM BO3MOXHa KOPPEKIHUS ero 1036l Ha
OCHOBAaHHH TOJICYETa KOJIMYECTBA TPOMOOIIUTOB (CM. pazaen 4.2.).

CrnemyeT KOHTPOIUPOBATH KOJTUYECTBO TPOMOOIIMTOB €KEHEACIFHO Ha MPOTSHKEHNUU 2 — 3 Helleb Ha
(dboHEe OJHOBPEMEHHOr0 MPUMEHEHHUs Ipemnapara ¢ HUKIOoCIOpuHOM. Ha ocHOBaHWHM KoJMdecTBa
TPOMOOIIMTOB BO3MOKHO BO3HUKHOBEHHE HEOOXOIMMOCTH YBEIHUEHUS O3 IITpoMOOIIara.

Tonusaneumnuole kamuonwi (06[%1306617—[1/[6 XelamHvlx KOMI’IJZ@KCOG)

OnTpombonar 0o0pa3yeT XeNaTHbIE COCAMHEHUS C TAaKUMHU TIOJUBAJICHTHBIMH KAaTHOHAMH, Kak
QTIOMUHWM, KaJbIUH, KeJIe30, MarHUM, cesieH u uHK. [I[puMenenne anrpombonara B OJHOKPATHOM
703€ 75 MT ¢ aHTaIUAO0M, COJCPKAIIUM MOJIMBAaJICHTHBIC KaTHOHBI (1524 MT amOMUHUS THAPOKCUIA
u 1425 mr maraust kapOoHata), mpuBouio K cHKeHuto AUCyr snTpoMOomnara B 1ia3Me KpoBH Ha
70 % (90 % AU: 64 %, 76 %) 1 Cmax Ha 70 % (90% AU: 62 %, 76 %).

Bo wu3bexxaHue 3HAYMTENHLHOTO CHH)KEHMSI BCAChIBaHUS SATpoMmOomara, ciaeayeT IpUHUMATh
aHTalluAbl, MOJIOYHBIC TPOAYKTBI U MUHCPAJILHBIC I[OGaBKI/I, COACPIKAIINC MTOJIMBAJICHTHBIC KATUOHEI,
1o KpaitHel Mepe 3a 2 yaca 10 WM 4epe3 4 Jaca 1mocie npuemMa arpomoorniara (cM. paszaen 4.2. u
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kombunayus nonunasupa ¢ pumonasupom

OpHOBpeMEHHOE MPUMEHEHHE dATpoMOonara 1 KOMOMHAIMK JIONMHABUPA C PUTOHABUPOM MOKET
MIPUBECTH K CHIDKEHHIO KOHIICHTpaLUH 3nTpoMbonara. B uccnenoBanuu ¢ yuactuem 40 370pOBBIX
J0OPOBOJIBLIEB YCTAHOBIIEHO, YTO OJJHOBPEMEHHOE OJHOKPAaTHOE MPUMEHEHHE AITpoMOonara B 103€
100 Mr u MHOTOKpaTHOE NMPUMEHEHHE KOMOMHALIMY JIONIMHABUPA C pUTOHABUPOM B o3¢ 400 mr /
100 mr 2 pasa B cyTku puBOAWIO K cHIKeHUIO 3HaueHUss AUCyf anTpomOoIiara B mia3mMe KpoBH Ha
17 % (90 % JAU: 6,6 %, 26,6 %).

CrnenoBaTenbHO, IPU OJHOBPEMEHHOM MPUMEHEHHUH 3ATpoMOonara U KOMOMHAIMK JIONMMHABHPA C
PUTOHABHPOM HEOOXOIUMO TMPOSIBIATH MOBBIIICHHYIO OCTOPOXKHOCTh. HeoOXoawM TIiaTenbHBIH
KOHTPOJb KOJIMYECTBA TPOMOOIIMTOB MHUHHMYM €KEHEAENbHO Ha MPOTSDKEHUU 2—3 Helenb Ui
HaJJIeXkAIero moadopa 103kl AITpoMOoIara mpyu Ha3HAY€HU U WJIH OTMEHE KOMOMHAIIMH JIOTMHABUPA
C PUTOHABHPOM.

Hneubumopuot u undyxmopwt uzopepmenmos CYPIA2 u CYP2CS8

Merabonu3m anrpomOomnara OCYIIECTBISCTCS MHOXKECTBEHHBIMH MYTSMH, B TOM YHCIIE C
BoBiieueHueM n3opepmentoB CYP1A2, CYP2C8, UGT1A1, u UGTIA3 (cMm. paznen 5.2.).

JlekapcTBEHHBIE Mpemaparbl, KOTOPbIe HHTHOMPYIOT WIH WHAYIUPYIOT TOJBKO OJUH H30()EPMEHT,
BPSIJI JIM MOTYT 3HAUMMO M3MEHSTh KOHIEHTPALIMIO 3ITpoMOoIIara B rjaa3mMe KpoBH, B TO BpeMsl Kak
JICKapCTBEHHBIC TpernapaThl, HHTHOUPYIONINE WIM HWHIYIUPYIOIINE MHOXECTBO H30()epMEHTOB,
00JIaZlal0oT TOTEHLMAIOM YBEIMYUBATh (Hampumep, (pIyBOKCaMHH) WM CHHXATh (Hampumep,
pudaMIUIIH) KOHIIEHTPAILHMIO JITpoMOoIIara.

Huzubumopel npomeasvl supyca cenamuma C

[Ipu ogHOBpEMEHHOM MPUMEHEHHH TTOBTOPHBIX 7103 OorenpeBupa mo 800 Mr Kakaple 8 4acoB WIIH
TenanpeBupa B go3e 750 Mr kaxzaple § yacoB M anTpombonara B oJHOKpaTHOM no3e 200 mr He
Ha0J110/1a710Ch U3MEHEHUH YPOBHS

antpomOomnara B Tia3Me KpOBH J0 KIMHUYECKH 3HAYUMOTO YPOBHSL.
Jlexapcmeennvie npenapamul 0 evenus UTIT

JlexapcTBeHHBIE Tpenaparbl, KOTOPhIE MPUMEHSUTH B KIMHUYECKUX HCCICIOBAHUSX JUISl JICUCHUS
NTII B xOMOMHaNMU C SATPOMOONAroM BKIIOYAIN: TIIFOKOKOPTUKOCTEPOMJIBI, JTaHA30JI H/WIIH
a3aTUONMPUH, UMMYHOTJIOOYIMH u aHTH-D wmMmMmyHOrnoOynuH BHYTpuBeHHO. Ilpu mpumeHeHuun
anTpomboniara B KOMOWHAIIMK C JPYTUMH JICKQpCTBEHHBIMH Tperaparamu s jedenus WTII
HE0OXOUMO KOHTPOJIMPOBATh KOJUYECTBO TPOMOOIIMTOB BO H30€KaHWE BBIXOJA 3a MPEACIbI
PEKOMEHIOBAaHHOTO JuarnasoHa (cM. pazaen 4.2.).

B3auMoaenicTBre ¢ IUIIENR

[Tpuem snTpombomnara B OTHOKpAaTHOH 103€ SO MT' CO CTaHAAPTHHIM BRICOKOKATIOPUHHBIM 3aBTPAKOM,
cojiep KalIiM OOJIbIIOE KOJMYECTBO KUPOB U MOJIOYHBIE IPOAYKTHI, CHIXKaeT nokazatenb AUCins
antpombomnara Ha 59 % (90 % [AU: 54 %, 64 %) 1 Cmax HA 65 % (90 % AU: 59 %, 70 %).

[Tuma ¢ HeGonbmUM copepxkaHueM Kanbius (< 50 Mr Kanblus), BKIOYamas GpyKThl, MIOCTHYIO
BETUWHY, TOBSIIMHY, HeoOorameHHbIe (0e3 100aBOK Kablvs, jKelie3a U MarHus) (pyKTOBBIC COKH,
HeoOOoTaleHHOe COeBOE MOJIOKO, HEOOOTAIIEHHYI0 KPYITy, HE OKa3bIBaeT CYIIIECTBEHHOTO BIIMSIHHS
Ha TUTA3MEHHYIO AKCIO3HIIMIO JITPOMOOIIara BHE 3aBUCHMOCTH OT KaJIOPUIHOCTH M COJCPKAHUS
XKUPOB B Tutie (cM. pazaen 4.2.).

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

JKeHIMHEI ¢ ACTOPOJHBIM ITOTCHIHMAJIOM (KOHTDaHeHUI/IH Y MYKYMH U )KGHHJI/IH)
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COOTBETC TEn'ET -'I'i'l'_EF'TH JMY OTUETY

COXPAaHCHHBIM PCIIPOAYKTUBHBIM IMOTCHIIMATIOM, HC UCIIOJIB3YIOIUX METOAbI KOHTPpAalCIIIUH.

BbepemeHHOCTH

Her nanHbIX 0 MpUMeHEHUU Mpenapara Bo Bpemsi 0EpeMEHHOCTH Y ueloBeka. B uccienoBanusx y
KUBOTHBIX OblJIa BBISIBIIEHA PENPOIYKTUBHAS TOKCHUYHOCTh MPU BBEACHHM SITpombOomnara
OepeMEeHHBIM JKUBOTHBIM B TIEPHOJI OpraHoreHnesa. [loTeHnanpHbIi pUCK IS YeTOBeKa HEU3BECTECH.
B cnydae mpumeneHus npemnapara npu 0EpeMEHHOCTH WJIW TIPH Pa3BUTHU OEpeMEHHOCTH Ha (oHE
MPUMEHEHHsI TIperapara cleayeT MpouH()OpPMHUpPOBATh MAIUEHTKY O MOTEHIIMAIBHOM PHCKE IS
wiona. [lpumenenue mnpemnapara mnpu OEpeMEHHOCTH BO3MOXKHO JIMIIb B TOM Cllydae, KOrja
MOTEHIMAIBHBINA PUCK IS IUIOJA ONIPABAaH 0XKUIAEMOU MOJIb301 ISl MaTEPH.

JlakTamus

Het nanHbIX 0 TOM, IPOHMUKAET JIM SATPOMOOIIAT UITH €T0 METAOOJIUTHI B TPYAHOE MOJIOKO Y YeTIOBEKa,
WIM O UX BJIMSHUU Ha TPYJHBIX JETeH U Ha CEKpeluio Mojioka. TeM He MeHee anTpoMOomnar Obul
o0OHapy>KeH y MOTOMCTBA JIAKTUPYIOIIUX KpbIC uepe3 10 qHeil mocie poskaeHus, YTO 1aeT OCHOBaHHE
roJiarath, YTo AITPOMOOIAr MOKET MPOHUKATh B TpyAHOE MOJOKO. CleayeT MpUHATh pPelieHue O
NPEKpaIleHU! TPYJHOTO BCKApPMIIMBAHUS WM O TPOJOJDKCHUW/NPEKPAICHUH  Teparnuu
anTpoMOoNnarom, NpuHMUMasi BO BHUMaHHE MTPEUMYIIECTBA IPYAHOTO BCKApMIUBAHUS U OKUAAEMYIO
nosib3y Tepanuu Juisi Marepu. CrnenyerT mpeKpaTUTh TIPyIHOE BCKAPMIIMBAaHME B Cllydae
He0o0X0IMMOCTH NMTPUMEHEHHUS IpenapaTa B Iepro/l JIAKTALIUH.

DepTHIbHOCTD

B uccnenoBaHusx y KMBOTHBIX 2ATPOMOOINIAr HE OKa3blBajl HEOIArONPHUSTHOIO BIUSHUS Ha
(bepTunbHOCTh. DATpoMOOIIar He BIUSUIT Ha PepTHILHOCTD y 0CO0EH My KCKOT0O U )KEHCKOT'0 110J1a IPU
IPUMEHEHUH B J103aX, B 2—3 pa3a NPEBBILIAIOIINX PEKOMEHJOBAaHHbBIC Ul YeloBeKa (MCXOAs U3
BenmmunHbl AUC y marmentos ¢ UTII B go3e 75 mr/cyt u y nauueHToB ¢ XxpounueckuM BI'C B noze
100 mr/cyT).

JlaHHBIE MICCIEOBAHUN V )KUBOTHBIX

B uccnenoBanusx smOprodeTalbHOll TOKCUYHOCTH Y KPBIC U KPOJIMKOB 3JATPOMOOIAr BBOJUIICS
caMKaM B IE€PUOJ OpraHoreHe3a. ¥ CaMOK KpbIC TOKCHMYecKas 1o3a B 60 mr/kr/cyt (4ro B 6 pa3
MPEBBIIIATIO KIMHUYECKOE BO3/ieiicTBHUE HA yenoBeka Ha ocHoBanuu AUC y manuentoB ¢ UTII B no3e
75 mr/cyT u B 3 pa3a NpeBBIIATIO KIMHHUYECKOE BO3JeicTBHE Ha uenoBeka Ha ocHoBe AUC y
MalMEeHTOB ¢ XpoHudeckuM renaruroM C npu go3e 100 Mr/cyT) npuBoaniia K CHUKEHHUIO Beca TUIoja
U HEOONBIIOMY YBEIMUEHHUIO YaCTOTHl pa3BUTHUA IWICWHBIX pebep. Hukakux goka3aTenbCcTB
CepbE3HBIX CTPYKTYPHBIX MOPOKOB B HMCCIEAOBAHUM OTMEYEHO HE ObLI0. Y KpPOJIMKOB HE OBLIO
otMeueHo 3 dexToB 3MOprodeTanTbHOM TOKCUYHOCTH U TEPATOrCHHOCTH B J03ax 10 150 Mr/kr/cyT
(8 0,5 pa3 6ombIIIe KIMHUYECKOTO BO3/IeicTBUS Ha yenoBeka Ha ocHoBaHun AUC y maruenToB ¢ UTII
B 103¢ 75 mr/cyT u B 0,3 paza mpeBhIIIAIO KIMHUYECKOE BO3CHCTBHIE HA YEIOBEKA HA OCHOBAHHH
AUC y manimerToB ¢ xponnueckum remarutoM C B no3ze 100 mr/cyT).

B wuccrnenoBaHusix mpe- W MOCTHATAIBHOW TOKCUYHOCTH Yy OEPEeMEHHBIX KpbIC 3nTpombonar
Ha3HavaJICs ¢ 6-T0 JIHS TecTalluy U BILIOTh A0 20-ro aHs naktanuu. Hukakux mo6odHbIx 3¢ heKkToB
Ha PENpPOAYKTUBHYIO (PYHKIIMIO MaTepH WM HA PAa3BUTHE MOTOMCTBA MpU J103ax A0 20 Mr/kr/cyT
OTMEUYEHO He ObLI0 (B 2 pa3a 0oJbllle KIIMHUYECKOTO BO3ACHCTBUS Ha YenoBeka Ha ocHoBaHUU AUC
y marueHToB ¢ UTII B mo3e 75 Mr/cyT ¥ aHaJIOTUYHO KIIMHUYECKOMY BO3JICHCTBHUIO HA YEIOBEKA HA
ocHoBannu AUC y marueHToB ¢ xpoHuueckum remnatutoM C B go3e 100 mr/cyT). Dntpombornar Obut
oOHapyeH B IUIa3Me KpoBH MOTOMCTBA. KoHIeHTpamus saTpombomnara B IUIa3Me KpPOBHU
yBEIUYMBaJach C 10301 MOCIe BBEACHUS mpenapara B ¢gasy pazsutus FO.

4.7. BunsiHMe HAa CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeACTBAMH M padoTaTh C
MeXaHM3MaMH
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cpeAcTBaMU WM paboTaTh ¢ MeXaHM3MaMM He MpoBoawInch. Ha ocHOBaHMM (papMaKoIOrHyecKux
CBOMCTB /ITpoMOONara OTPUIATENbHOE BIMSHUE HA TaKUE BUIBI JESITEIBHOCTH HE OXMJACTCA.
OnHako Mpu OLEHKE CIIOCOOHOCTH TMAallMeHTa BBIMOJHATH JACUCTBHS, KOTOPBIE TPEOYIOT OBICTPOTHI
MBIIUICHHs], JBUIATEIbHBIX U II03HABATCIIBHBIX HABBIKOB, CIIEAYET YYUTHIBATH KIMHUYECKOE
COCTOSIHUE MallMeHTa U NMPo(UiIb HEXeTaTeIbHBIX PeakLuil aaTpoMoOoIara.

4.8. He:xennaTesbHbIE peakIuu

Pesrome mpoduiist 6e300acHOCTH

Tlayuenmul ¢ XpoHUueCKoOU UMMYHHOU MPOMOOYUMONeHUell

bezonacHoCcTh mpHMeHeHHs 3iTpoMOomnara Obula olleHEeHa y 763 B3pOCibIX MAIMEHTOB, paHee
npoxoausiux jgedeHue ot UTII. B 4 koHTponpyeMbIX KIMHUYECKUX UccienoBanusax 403 B3pocbIx
naruenTa ¢ xpoundeckoit UTIT npuaumanu sntpombonar u 179 nanueHToB NpuHUMANH Iu1aneo, B
JIOTIOJIHEHHE K JIaHHBIM, IIOJIyYEHHBIM B XOJE NMPOBEIEHUS 3 HEKOHTPOJIMUPYEMBIX MCCIEAOBAHUN
(N=360). [dnurtenpsHOCTh NMpHUMEHEHHs NpernapaTa cocraBisiia He Oonee § ser. HexenarenbHble
peaknuu y B3pocibix nanuenToB ¢ UTII onucansr B Tabmute 7.

bezonacHoCTh prMeHeHHs 3ATpoMOoIara y nauueHToB B Bo3pacre 3—17 net ¢ UTII, momydaBmmx
paHee Tepanuio, ObuTa orieHeHa B 2 uccieaoBanusax. [Ipoduias moOoUHBIX peakiiuii ObLT COOCTaBUM
C TaKOBBIM Yy B3pOCHBIX C HEKOTOPBIMH JOMOJHUTEIBHBIMU HEXKEIATeIbHBIMU PEaKLUSIMHU.
JlonoHUTENbHBIC HEXETATEIbHbIC PEAaKIuU y manueHToB B Bo3pacte 3—17 net ¢ UTII npuBeneHs! B
Tabmure 8.

Hayuenmot ¢ xpornuueckum BI'C, conposoarcoarowumes mpombouumoneruetl

bezonacHocTh mpuMeHeHus snTpomOomnara Obuta orneHeHa y 1520 B3pocibIX MAIMEHTOB B 2
KOHTPOJIMPYEMbIX HCCIEA0BAHUAX, BKIIIOYAsl JaHHbIE MAllMEHTOB, MOJIYYaBIIUX paHee nTpomOonar
B IIPE-IPOTHBOBUPYCHON (haze JeueHHs, U ObUIM BIOCIEIACTBUU PAHIOMU3UPOBAHBI B TPYIILY
miane6o. B 2 KOHTpOIMpyeMbIX KIMHHYECKUX HUCCIICAOBAHUAX ObUIM BKIIOYCHBI 955 MaIrMeHToB C
xponnyeckum  BI'C,  compoBoxpmarommmMcs — TpOMOOLIMTONEHUEH,  MOJMy4yalud  Teparuio
antpombOomarom, u 484 manmeHta ObuM B Tpyrmme mane6o. [TomHBI CIUCOK HeXenaTelbHBIX
peakuuii, OTMEYEHHBIX y THalMeHToB ¢  XxpoHuueckuM BI'C, comnpoBoxaarommmces
TpoMOoLUTONIEHNEH, TpuBeeH B Tabnuiie 9.

Hayuenmul ¢ TAA, ne noayuasuiue paree npoOSPAMMHYIO0 UMMYHOCYRDECCUBHYIO MEPAnUIo

be3omacHocTh mMpUMEHEHHsS HITpoMOonara COBMECTHO C JIOIIAJAMHBIM AaHTUTUMOLIMTAPHBIM
MMMYHOTJIOOYJTHHOM H ITUKJIOCTIOPUHOM Y ManueHToB ¢ TAA, He MOTy4YaBIINX paHee MPOrPaMMHYIO
MMMYHOCYTPECCUBHYIO Tepanuio (Hampumep, Tepanus aHTUTUMOLMTAPHBIM UMMYHOTJIO0YJIUHOM,
areMTy3ymMa0 WM BBICOKME 03Bl IUKIO(pochamuma), Obula OIEHEHA B HEKOHTPOJIHUPYEMOM
KJIMHUYECKOM HCCJIEIOBAaHUM € ydyacTheM |54 mauueHTOB, Cper KOTOPhIX 92 malueHTa nojayJain
KOMOMHHPOBAHHYIO Tepanuio anTpomOomarom, JIOIIATUHBIM AHTUTUMOIUTAPHBIM
MMMYHOTJIOOYJIMHOM ¥ IIUKJIOCTIOPUHOM. J[MUTEeNbHOCTh Tepanuu cocTaBiisiia 183 mHs, cpenu HUX
83,7 % mnanueHToB mony4anu Tepanuro Oonee 12 mecsieB. [1oNHBI CHUCOK HEXeTATETbHBIX
peakuuii, OTMEUYEHHBIX Yy TnauueHToB ¢ TAA, He TOJydYaBIIMX paHee MPOrPaMMHYIO
MMMYHOCYTIPECCUBHYIO Tepanuio, npuseseH B Tabmuue 10.

Hayuenmol ¢ pedhbpaxmeprnou TAA

beszomnacHoCTh mpuMEHEHUS IITpoMOoOIIara mpy aruiacTUYeCKO aHEMUH TSKEIION CTETICHU TSKECTH
OIICHUBAJIACh B OTKPBITOM HEKOHTposimpyeMoM uccienoBanuu (N = 43), B kotopom 11 marueHTOB
(26 %) neunnucey B TeueHue 6 mecsies, a 7 nmanueHToB (16 %) nmomyuyanu nedenue 6onee 1 rona.
BonbmnHCTBO HeXeNnaTeNbHBIX PEAKIINil, CBI3aHHBIX C IPUMEHEHHUEM dITpoMbonara, ObUn cpeaHeit
CTENEHU TSHKECTH C CaMOT0 Havaja v PeAKO OrpaHUYMBAIIM IPOBOAUMYIO Teparnuio. [1oaHbIi crincok
HEXEJIAaTeNbHBIX PEaKIUid, OTMEUYEHHBIX y TMamueHToB C pedpakrtepHort TAA, mpuBeneH B
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(NOCNEOOBATENEHOCTE 0001)

Taomuue 11.

Tabauunoe pe3rOMe HeXKelaTelIbHbIX PeaKIINi

Hexenatenbubie peakuuu (HP), BbIABIEHHBIE B KIMHMYECKHUX HCCIEIOBAHUSX, MEPEUYUCIIEHBI B
COOTBETCTBUH C MOPAKCHUEM OPTaHOB M CUCTEM OpPraHOB M 4acToToi BcTpeuaemoctu (MedDRA).
YacTtoTa BCTpPEYaeMOCTH OMpPEIEsIeTCs CIeayronmM obpa3om: ouens uacmo (> 1/10), uacmo
(> 1/100 — < 1/10), meuacto (> 1/1 000 — < 1/100), peoxo (= 1/10 000 — < 1/1 000), ouenv peoxo
(< 1/10 000, Bxmrouasi oTaenbHbIE ciaydan). Kareropum 4actoTel chOpMHUpPOBaHBI Ha OCHOBAHUH
KIIMHUYECKUX MUCCIICIOBAHM MpernapaTa v MOCTPEruCTPAIMOHHOTO HAOTIOACHMSI.

Tabauya 7 - Hexcenamenvhule peakyuu y 83pocivix ¢ xponuueckou UTIT

HexesaTebHbIe peakunu \ KosmnuecTBo nanuenTos, % \ YacToTa BCTpeyaeMoCTH
Hngpexyuu u unsasuu
DapuHTUT \ 4,2 \ 4acTo
Hapywenus co cmoponwl opeana 3penus
Karapakra \ 5,0 \ 4acTo
Hapywenus co cmoponul cocydos
TpomOosMboIHMUEeCcKe 55 4acTo
OCJIO’)KHEHUS
TpomOoTHyeckas 1,2 4acTo

MHKPOAHTHUONATUSI C OCTPOM
MOYEYHOU HEeTJOCTATOYHOCTHIO

Hapymele CO CMOpPOHbL J/CQJZyOOIlHO-KumellHOZO mpaxkma

Hunapes 12,6 OYE€Hb YaCTO
TomuoTa 11,1 OYeHb YaCTO
PBora 7,3 JacTo
Cyxoctb cnuzucroit o6onouku | 0,9 HEYacTo

MIOJIOCTH PTa
Hapywenus co cmopoHuvl neueHu u scenyegpleo0auux nymei

IloBbIIcHHE aktuBHOCTH | 10,5 OYeHb YaCTO
ATaHMHAMUHOTPAaHC(Epas3bl

(AJIT)

[M'unepOunupyOnHemust 1,8 4acTo
IloBbIIcHHE aKTUBHOCTH | 9,7 4acTo
acrmapTaTaMHHOTpaHc(epasbl

(ACT)

JlekapcTtBenHoe  mopaxenue | 0,1 HEYacTo
MeYEHU

Hapywenus co cmoponul Kodtcu 1 n0OKOHCHbIX MKaHell

Anonenus 3,0 JacTo
Koxnas chiltb 7,5 JacTo
Hapywenus co cmoponvl mbluieyHo, KOCMHOU U COeOUHUMENTbHOL MKAHU
boxs B ciuHe 10,5 OYeHb YaCTO
KoctHo-MbimieuHas 6oms | 3,7 4acTo

(Bkmtouast 00JIb B TPYIHOM
KIETKE  KOCTHO-MBIIIEYHOTO
XapaKTepa)

Muanrus 4.2 9acTo

Taxxe oTMeyanuch JONOJIHUTEIbHBIE HEXKENAaTeNbHbIC JIEKAPCTBEHHBIE peakuuu y aerei ¢ UTIIL
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Tabauya 8 - JlononanumenvHole HedceramenbHble peakyuu y Oewelﬁ:t:'ﬁ}:E‘;TEﬂbH'_i CTb 0001)

HexenaTeabHble peakiuu | KosmnuecTBo nanuenTos, % \ YacToTa BCTpe4aeMoCTH
Hngpexyuu u unsasuu
Nudexnnn BEepxHUX | 25,7 OYEHb YaCTO
AbIXaTCJIIbHBIX HyTeﬁ
Hazodapunarur 15,8 OYCHb YaCTO
Hapywenus co cmopoHul ObixamenvHotl cucmemsl, 0p2anos 2pyOHOU KIemKU U cpedoCmeHt sl
Kamens 13,5 OYCHB JaCTO
boJsib B poTornorke 9,4 4acTo
Punopes 4,1 4acTo
Hapywenus co cmoponul siceny0ouno-KuuieduHo2o mpaxkma
AoGomMuHaIbHas 00JIb 17,5 OY€Hb YacTO
3yOHas 60J1b 5,8 4acTo
Obwue napywenus u peakyuu 8 mecme 86e0eHusl
JIuxopanka | 18,1 ‘ OUYEHb YaCTO

Ta6ﬂu14a 9- Heafceﬂameﬂbﬂbzepeakuuu Y nayuermoe ¢ XpOHUu4eCKuUM 6upyCHbiM cenamuniom C

HexeraTebHbIC peaKIUU | KosanyecTBo nanneHTos, % \ YacroTa BCTpE4aeMOCTH
Hapywenus co cmoponul Kpogu u tumgpamuyeckou cucmembl
AHneMmus | 30,6 \ OUYEHb YaCTO
Hapywenus memabonuzma u numanus

CHuKeHue anmnerura | 14,4 ‘ OUYEHb YaCTO
Hapywenus co cmopoHul HepeHOll cucmembl

["onoBHas 60J1b | 22,2 \ OYCHb YaCTO
Hapywenus co cmoponwl opeana 3penus
KarapakTra 2,4 \ 4acTo
Hapywenus co cmoponul cocy0og
Tpombosmbomueckne 2,1 4acTo
OCJIOKHEHUS (BKIIIOUAs
TpoMO03 MOPTATHHBIX BEH)

Hapywenus co cmopoHul ObixamenbHoul cucmemsl, 0p2anos 2pyOHOU KIemKU U cpedoCmeH sl

Kamenn | 11,8 \ OYE€Hb YaCTO
Hapywenus co cmoponul siceny0ouno-KuuieduHo2o mpaxkma

TomuoTa 17,7 OYeHb YaCTO
Hunapes 15,5 OYE€Hb YaCTO
Hapywenus co cmoponvl neuenu u scenyesvblgo0auyux nyme
[M'unepOunmupyOnHemust 6,4 4acTo
[TopaxeHue neueHu 0,7 HEYacTo
JlexapctBeHHOe mnopaxeHue | 2,1 4acTo
MIEYCHU

Hapywenus co cmopoHbl Kodcu u NOOKOHCHBIX MKAHelU

KoxHbslii 3y 12,2 O4YEeHb YacTo
Anonenus 7,0 JacTo
Koxnas chiltb 7,3 JacTo
Hapywenus co cmopoHbl MbluieuHotl, KOCMHOU U COeOUHUMENbHOU MKAHU
Muasnrust | 11,2 OYE€Hb YaCTO
Obwue HapyweHus U peakyuu 8 Mmecne 66e0eHus

IToBplIeHHAs yTomisieMocTh | 26,1 OUYEHb YaCTO
JIuxopagka 25,0 O4YEeHb YacTo
O3H00 11,8 O0YEeHb 9aCTO
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AcreHus 13,2 | I'Oqeﬁi*ﬁétd’_ro TENE
Otek 1,3 JacTo
['punnonono6uslil cunapom | 16,4 OUYEHb YaCTO

Tabauya 10 - Hexcenamenvrule peaxkyuu y nayuenmos ¢ TAA, ne noayuasuux paree npocpammuyro
UMMYHOCYNPECCUBHYIO Mepanuio

HexenaTenbHble peakiuu | KosmnuecTBo nanuenTos, % | YacToTa BCTpeyaeMoCTH
Hapywenus memabonuzma u numanus
TommHoTa 43 4acTo
Hunapes 3,3 4acTo
Ab6pomMuHanIbHaA 00JIb 33 4acTo
Hapywenus co cmoponwl kodcu 1 n0OKONCHbIX MKAHEU
KoxHas chIIb 7,6 4acTo
Hucxpomuss Koxu, Bkiwoyas | 5,4 JacTo
TUIEPIUTMEHTALNIO
Jlabopamopuvie u uHcmpymeHmaibHvle OaHHble
IloBeImieHNE aKTUBHOCTH | 29,3 OYCHB YacTO
AJIT
IloBeImieHNE akTuBHOCTH | 17,4 OYCHB YacTO
ACT
VYBenuuenune OwmpyouHa B | 17,4 OYEHb YacCTO
KpOBH (BKIIIOYast
KENTYITHOCTH CKJIED)

Bo3HuKHOBEHHE HOBBIX MM YCyryOJeHHE HMEIOIIUXcA JabopaTOpHBIX IOKazaTesed (yHKIUU
neuenu (crenenu 3 u 4 o mkane CTCAE; CTCAE=00m1as TepMHUHOJIOTHSI KPUTEPHUEB TSI OLIEHKH
HEXKEJIATeNbHbIX SIBICHUI) Y MalMeHTOB, MPUHUMAIOUINX 3JTpoMOornar, otmeyanoch B 15,2 % u
2,2 % ciyqaes no nnokazarento ACT, B 26,4 % u 4,3 % cinyuaeB no nmokazarento AJIT, 12,1 % u 1,1 %
CITy4yaeB I10 MOKa3aTeNo OMIMpyOrHa COOTBETCTBEHHO.

Lumoecenemuueckue anomanuu

B HekoHTponMpyeMoM HCCleJOBaHUU y MalueHTOB ¢ TAA, He MOoJIy4aBIIMX paHee MPOrpPaMMHYIO
MMMYHOCYNPECCHUBHYIO TEpaluio, IPOU3BOAWIACH ACIHMPALMS KOCTHOTO MO3ra C IENbI0
JabHEUIIeT0 IUTOTeHeTHYeCKoro aHanu3a. Bo Bcem nccnenoBanuu y 15 u3 153 (10 %) nanuentos
mpou3onuia KioHanbHas osBomonusa. Cpenu 15 manMeHToOB, y KOTOPHIX OBUIM OTMEUEHBI
LUUTOTC€HETHUYECKUE aHOMAJUK, y 7 MallMeHTOB OTMEYaliach yTpara 7-# XpOMOCOMBI, B 6 ciyyasx
W3MEHEHUS MPOU30ILIMA B TeueHue 6,1 mecsua. Takxe y 4 MalueHTOB OTMEYAINCh XPOMOCOMHBIE
abeppanuu HEsICHOTO TeHe3a, a y 3 Obuta oTMeueHa yTpara 13 XpoMOCOMBI, YTO CUUTAETCSI XOPOIIUM
MIPOrHOCTUYECKUM (aKTOPOM IPH arlacTUUecKol aHemuu. Takxke y 1 mamueHTa CIycTs MAThH JIET
Moclie Tepanuu OBLIO MPOBEAEHO HCCIENOBAaHUE KOCTHOTO MO3ra, B pe3ysbTare KOTOpOro Obuia
OTMEUYEHA JIHCIUIA3HUs C MOBBILIEHHBIM COACPKAHUEM MapPEHXMMATO3HBIX KIETOK C NOTEHIIUAIbHBIM
passuteMm MJIC. B koropre manueHTOB, MPUHHMABLIMX 3JITpoMOonar, y 7 HalMeHTOB ObLIM
OTMEYEHBI IIUTOTCHETUYECKUE aHOMANIUU, Y 4 U3 HUX Obula OTMEYeHa yTpaTa 7-il XpOMOCOMBI B
teueHue 6,1 mecsiua. Ocraercs HESCHBIM, NPOU3ONLIM JM ATH H3MEHEHUs H3-32 OCHOBHOI'O
3a00JieBaHUs, WIM NMPUYUHON TOMY SIBUIOCH IMPOBEICHHE MMMYHOCYIPECCHBHOM Tepanuu W/Win
npueM >nTpomoOornara.

Tabauya 11 - Hesicenamenvuvie peakyuu y nayuenmos ¢ pegppakmeprou TAA

HexeraTebHbIC peaKUUU | KosnyecTBo nanneHTos, % | YacroTa BCTpE4aeMOCTH
Ilcuxuueckue nHapywenus
becconnuia | 12,0 | OYEHb YaCTO
Hapywenus co cmopoHbl HepeHOU cucmembl
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Tonosras 6o 20.9 el Ha o = oo 15 0o
["0J10BOKpYKEHUE 14,0 OYEHb YacCTO
Hapywenus co cmoponwl opeana 3penust

Karapakra | 2,3 | 4acTo
Hapywenus co cmopoHul ObixamenvHoul cucmemsl, 0p2anos 2pyOHOU KIemKU U cpedoCmeHt sl
boJsib B poTornorke 14,0 OYEHb YacCTO
Kamenp 23.3 OYEHb YaCTO
Punopes 11,6 OYEHb 4aCTO
Hapywenus co cmoponul sicenydouno-KuuieuHo2o mpaxkma

TommHoTa 32,6 OYCHb YacTO
Hunapes 20,9 OYEHb YacCTO
AoGnomMuHanbHas 00iIb 11,6 OY€Hb YacTO
Hapywenus co cmoponvl neuenu u scenyesvblgo0auyux nymeu

IloBpImieHne akTuBHOCTH | 11,6 OYCHB YacTO
TpaHCAaMHHA3

[M'unepOunupyOunemust 4,7 4acTo
Hapywenus co cmopoHbl Kodcu U NOOKOMCHBIX MKAHel

Koxnas crirmb 7,0 JacTo
OKCcOoTMaTUBHBINA JEPMATUT 4acTo
MHuorodopmHas sputema 4acTo
Hapywenus co cmoponvl mbluieyno, KOCMHOU U COeOUHUMENTbHOU MKAHU
Aptpanrus 11,6 OYEHb 4aCTO
boab B KOHEUHOCTAX 18,6 OYCHB YacTO
MBEI11e4HBbIN crIa3M 11,6 OYE€Hb YacTO
Obwue HapyweHus U peakyuu 8 mecne 66e0eHUs

IToBpiienHas yromasemocts | 30,2 OYEHb YaCTO
Jluxopagka 14,0 OYEHE YacTO
O3H00 12,0 OYEeHb YacCTO

B HekoHTpomMpyeMOM OTKPBITOM HCCIIEIOBaHMHM Yy TMalWeHToB C pedpakrepHoir TAA
MIPOU3BONIIACH ACTIUPALIASI KOCTHOTO MO3Ta C IEJIbI0 JAJIbHEUIIIET0 IMTOTEHETUYECKOTO aHanu3a. Y
8 MalKeHTOB OTMEYAJIMCh HOBBIE INTOT€HETUYECKIE aHOMAIMH, BKIIOYAst 5 MalUEeHTOB, Y KOTOPBIX
OTMEYAIUCh U3MEHEHUSA B /- XPOMOCOME.

Hocmpecucmpayuounvle Uccne008anus (qacmoma HQMSGQCMHCZ)

[Ipu nmpumeHeHun snaTpomOONara B MOCTPETHCTPALIMOHHOM Nepuojie ObUIM 3aperucTpUpOBaHbBI
cnenyromue HP.

CBeznieHHs 0 HUX OBLIM MOJTyY€HBI U3 CIIOHTAHHBIX COOOIIEHUH, a TaKkKe ObUIM 3aperuCTPUPOBAHBI B
Ka4eCTBE CEPhE3HBIX HEXKENATEIbHBIX SBICHUH B PEECTpax, HCCIECIOBAHUSIX, CIIOHCHPOBAHHBIX
HCCICO0OBATCIIEM, KJII/IHI/IKO-(l)apMaKOJIOFI/I‘-IGCKI/IX HCCIICAOBAHUAX U TIOMCKOBLIX UCCIICIOBAHUAX ITPH
NPUMEHEHHH 110 HEYTBEP)KACHHBIM MOKa3aHUsIM. [lOCKONBKY HEBO3MOXHO OLEHHTH YacTOTY
BCTPCHACMOCTU HP AOCTOBCPHO, TAK KaK JaHHBIC COOGH_IGHI/IH MOCTYyNnaroT CIIOHTAaHHO M3 MOIYJIAIUA
MaNMEHTOB HEONPEIEIEHHOT0 pa3Mepa, noiaydeHHsle HP Obutn omperneneHs! Kak HEM3BECTHBIE (IO
4acTOTE BCTPEYAEMOCTH).

Hapywenus co cmopoHbl Kodicu u nOOKOACHBIX MKAHEl
Hapymienue okpacku KO>KHBIX TTIOKpOBOB™

* — oOparuMoe HapyIICHHE OKPACKU KOXKHBIX IOKPOBOB, BKIIIOYAs THUNEPIUTMEHTAIMIO U
(OKENITYIIHOCTh», OTMEYAJIOCh Yy TAIMEeHTOB, IOJYy4YaBIIMX SATpoMOomar B CYTOYHOM J03e€,
npesbimatonie 100 Mr. B yacTHOCTH, HapylleHHE OKpackd KOKHBIX MOKPOBOB OTMEYAIOCh Y
MalMeHTOB, TIOJYYaBIIMX BBICOKHE JI03bI BaTpoMOomara 1o TmoBoay TAA, a Takke IO
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He3aperucTpupoBaHHoMy nokazanuto npu MJIC.

OnucaHue OTACIBHBIX HEXKEIATCIbHBIX PEAKIIMH

Tpombomuueckue/mpomooIMOOIULECKUE OCTONCHEHUSL

B 3 koHTponmupyeMbIX U 2 HEKOHTPOJIHPYEMBIX KIMHUYECKHX HMCCICIOBAHUSX CPEIU B3POCIBIX
nanueHToB ¢ xponudeckor WMTII, momyuaBmux antpomobomnar (n = 446), y 17 manueHToB ObLIO
BBISIBJICHO B 00IIEH CIOKHOCTH 19 TpOMOOTHYECKHX/TPOMOOIMOOTNIECKIX OCIIOKHEHH, KOTOPHIE
BKJTIOYJIH B ce0s1 (B TOpsiiKe yOBIBaHMS ) TPOMOO03 IITyOOKHX BeH (n = 6), jerounasi sM0owms (n = 6),
ocTpbIil nH(papkT Muokapaa (n = 2), uepedpanbHblii nHMapKT (n = 2), sm60omus (n = 1).

B mnane6o-koHTponmpyemMoM uccieaoBaHuu (n = 288, momyssmus IS ONEHKH Oe301acCHOCTH)
CIyCTs 2 HEJIeH MOCJIe MPOBEISHHON Tepanuy Mpu MOAT0TOBKE K HHBa3UBHBIM IpolieypaM y 6 u3
143 (4 %) B3pOCIHbIX TAIIMEHTOB C XPOHHUUYECKUM 3a00JI€BaHUEM [TEUEHH, TIOTYUYaBIINX ITpOoMOOIar,
ObUIM OTMEYEHBI 7 TPOMOOTHYECKUX/TPOMOOIMOOINYECKUX OCIOXKHEHUH MOPTATbHOW BEHO3HOU
cuctembl u 2 wu3 145 (1 %) mnanumentoB B rpymnme miuanebo coobmmiau o 3
TPOMOOTHUYECKUX/TPOMOOIMOOTHUECKUX OCIOKHEHUAX. Y TATH U3 6 TAIMEHTOB, IMOJYYaBIIUX
anTpoMOomnar, ObUITM OTMEUEHBI TPOMOOTHYECKHE/TPOMOOIMOOIMUECKIE OCIIOKHEHUS TP YPOBHE
TpoMOonmToB > 200 000/MKJI.

Crnenuduueckux (akTOpoB pUCKAa Yy TMANUCHTOB C BO3HHUKIIUMH B XOJA€ Teparuu
TPOMOOTHUYECKUMU/TPOMOOIMOOTTUIECKUMHI  OCJIOKHCHHUSIMH, 32 HCKJIIOYEHHEM  KOJIMYeCcTBa
TpomboruToB > 200 000/MKII, BBISIBIIEHO HE OBLIO.

Pazsumue mp0M60L;um0neHuu nocie npekpawerus jl1e4eHusl

B 3 xonTpommpyembix uccinemoBanusx y mnamueHtoB ¢ WTII Habmomamoch KpaTKOBpEeMEHHOE
CHIDKEHHE KOJIMYEeCTBA TPOMOOIIMTOB 10 3HAUYEHUH HUXKE HUCXOIHBIX y 8 % manueHTos,
MPUHUMABILIKX 3ATpoMbonar, u'y 8 % MnauueHToB rpyIisl mianedo.

llumozenemultecmte aHomaiuu

B HecpaBHUTENBHOM OTKpPBITOM HCCIEIOBAHMU y NanuMeHTOB ¢ TAA omnpenensam Haluydue
[IUTOTEHETHYECKUX OTKIOHCHHWI B aCHUpPAIMOHHBIX OuonTarax KocTHoro mosra. Y 8 (19 %)
MAIMEeHTOB OBLIH BIIEpBbIe OOHAPYKEHBI INTOT€HETUYECKUE aHOMAJIUH, U3 HUX Y 5 MAaIMEHTOB ObUTH
u3MeHeHus B 7-i  xpomocome. B nByx wuccimepoBanuax (ELT116826 u ELTI116643)
LUTOT€HEeTHYECKHe aHOMaIuu OblTn 0OHapy>keHbl Y 4 u3 28 (14 %) u 'y 4 u3 62 (6 %) naiueHToB B
KaKJIOM HCCIICIOBAaHHH.

T'emamonocuueckue 3n0xavecmesenuvie H06‘006pa306‘aHu}1

B HecpaBHUTENbHOM OTKpBITOM wHcchenoBanun y Tpex (7 %) mnanmentoB ¢ TAA Obin
muarHoctupoBan MJIC mocine TpOXOXIEHUS Kypca JiedeHHs oanTrpomoOomaromM. B aByx
uccnenoBanusax (ELT116826 u ELT116643) y 1 u3 28 (4 %) uy 1 u3 62 (2 %) nmauueHToB ObLT
JTMAarHOCTUPOBaH Muenoauciuiactuueckuii cuaapom (MJIC) wim ocTphlii MUETOMAHBIA JICHKO3 B
Ka)KJIOM UCCJIEIOBAHUH.

C€TH

Onenka 0e30mMacHOCTH IpreMa >ATpoMOorara y naleHToB B Bo3pacTe 2—17 JeT OCHOBBIBaeTCS Ha
pe3ynbTaTtax HEeKOHTPOJIUPYEMOTro MOCIe0BaTEIbHOIO HCCeA0BaHus 37 MallMeHTOB: 2 MalleHTOB
B Bo3pacte 2-5 net, 12 nanueHtoB B Bo3pacte 6—11 ner u 23 mauneHtoB B Bo3zpacte 12—17 ner.
[Tpoduns G6e3omacHOCTH TTpHeMa daTpoMOoNara y JeTei COOTBETCTBOBAI MPOGUITI0 OE30MaCHOCTH
JUTSE OOIIEH TOMYJISIIIH.

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxHo coo0marh 0 TOJ03PEBAaEMBIX HEKENATENbHBIX PEAaKIHUsIX IOCIE PEerucTpaluu
JIEKapCTBEHHOI'0 Tperapara C Ledblo O0ecreueHus: HEeNpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOTO Ipemnapata. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEHIyeTCs
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COO6H_IaTB 0 JI00BIX IMOJ03pE€BACMBIX HCKCIIATCIIbHBIX DeaKHHﬁl%éKl%gl%gl[ﬁ{EEgl hggr—igp-lz_ﬁ'djqé};le%

HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOoCyaapCTB — YJIICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CHUMIOTOMBI

B Xxoxe KIMHMYECKUX MCCIEIOBAaHUM 3aperMCTPUpPOBAH OAWH Ciydald IEepefO3UpPOBKU, KOrja
nanueHTt npuHsil BHyTph 5000 mr sntpombonara. [Ipyu 3ToM oTMeUYanuCh CIEIYIONNE CUMITTOMBI:
HEpacHpOCTPaHEHHas ChIIlb, TPAH3UTOPHAs OpaAUKAPAUs, YTOMIIIEMOCTD U MOBBIIIICHUE AKTUBHOCTH
AJIT u ACT. ®epMeHTHI NeUeHU, U3MEPEHHBIE MEXKTy 2 U 18 mHeM mocie mpruemMa 0003HauYeHHOM
70361 3NTpoMOoIara, TOCTUTIN TMPEBBIIIeHUs BepXHel rpanuibl HopMbl nokaszarens ACT - B 1,6
pasa, mokazarenst AJIT - B 3,9 pa3a u obmiero ounupy6una - B 2,4 pa3a. KonmuectBo TpoMOOIIUTOB
coctaBisio 672000/mkn Ha 18 geHp mocie mpuema 0003HAUEHHOW MJO3bI, a MaKCHMAallbHOE
KOJIMYECTBO TPOMOOIMTOB cocTaBisuio 929000/mkin. Bce cuMnroMbl OblTu  pasperieHsl  0e3
OCJIOKHEHUH B XOJI€ TEPAINH.

JleyeHune

B cjiydyac nepcao3MpOBKU BO3MOKHO 3HAYUTCIIBHOC YBCIMYCHHUC KOJMYCCTBA TpOM6OI_[I/ITOB, qTo
MOXET TPHUBOAUTh K TPOMOOTHYECKUM/TPOMOOIMOOIMUECKIM OCIIOKHEHUsIM. B ciydae
MePeI03UPOBKH CIIEIyeT pACCMOTPETH BOIIPOC O IPHEME BHYTPH MIPEMApaTOB, COACPKAIIMX KATHOHBI
METaJUIOB, HANpUMep, KalbIUs, AITIOMHHHUS WM MAarHus, JUIS YMEHBIICHUS BCACHIBAHUS
antpombonara. Crenyer TIIATENBHO KOHTPOJMPOBATH KOJMYECTBO TpoMOonuToB. JleueHue
ANITPOMOOTIAarOM BO30OHOBIISIIOT B COOTBETCTBHH C PEKOMEHIAIUSAMH TI0 PEKUMY TO3UPOBAHHS.
HOCKOHBKy nmo4dyceyHass JSKCKpCHUsd HC ABJIKICTCI OCHOBHBIM ITYTEM BBIBCIACHHA 3HTpOM6OHaFa,
KOTOPBIH aKTHBHO CBS3BIBACTCS C OCJIIKAMU TUTa3MBl KPOBH, BEPOSTHEE BCETO, T'EMOJAUAIN3 HE
aBnsieTcs 3(PQPEKTHUBHBIM METOAOM CYIIECTBEHHOTO YCKOPEHHUS BBIBEIEHHUS »iTpomMbOonara u3
OpraHu3zMa.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepanieBTUYECKass IpyINa: TIeMOCTaTHUYECKUe cpeAcTBa; BUTaMHH K u  japyrue
reMOCTaTHYECKUE CPE/ICTBA; APYrHe FeMOCTaTHYECKUE CPEICTBA CHCTEMHOIO IEHCTBHSL.

Koxg ATX: B02BX05

MexaHu3M IeUCTBUS

Tpom6omnoatun (TPO) - 3T0 OCHOBHOM IUTOKWH, KOTOPBIM NMPUHUMAET y4yacTHE B PETyJISLUU
Merakapromno33a 1 BRIpadOTKe TPOMOOIIUTOB; OH SIBIIICTCS SHIOTCHHBIM JIUTAHJIOM JIJIS PEeIlenTopa
tpomboniosTiHa (TPO-R). DntpomOomar B3aMMOAEHCTBYET € TpaHCMEMOPAaHHBIM JIOMEHOM
yenoBeyeckoro peuentopa TPO-R u mHMIMHUpyeT Kackaj mepeaayd CUrHajaa, HalOMHHAIOIIMI
TakoBOM st sHAoreHHoro TPO, dro compoBoxmaeTcs UWHAYKOHEW nponudepanuu u
mudGepeHIMPOBKH METAKAPUOIIMTOB U KJIETOK-TIPEAINICCTBEHHUKOB B KOCTHOM MO3Te.

dapmakonmHamuyeckue 3P HEKThI
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Ontpombonar otrnuyaercss oT TPO ¢ Touku 3peHwUs BJ'II/ISIHI/HI_I 'Ra;gﬁbggaﬁﬁ%Eﬂ)%ﬂgén ?d;ls; Eﬁ )

ormuune ot TPO BozmelictBue snrpombomnara Ha TPOMOOLMTHI 3J0POBOTO YENOBEKa HE
YCUJIMBACT arperaiuio 1moj jaeiictBueM aneHo3uHaudochara (AP) m HE cTUMyIUpyeT
JKcrpeccuio  P-cenektuHa. DnTpoMOomar HE MPEMSITCTBYeT arperaud TPOMOOIIMTOB TOJ
neiicteueM AJI® nim KojareHa.

5.2. apmakoKknHeTHYECKHE CBOIICTBA

[TapameTpsl apMaKOKMHETHKH AIITpOMOOIIara mpy MPUMEHEHUH Y B3POCIBIX C MIMONATHYECKON
tpomOonmronenuert (U TII) npencraBneHsl B TabIUIE HIDKE.

Tabnuya 12 - CpedHue 2eomempuieckue 3Ha4eHus NIA3MeHHbIX Rapamempos hapmMaKoOKUHemuKy
aImpombonaza 8 pasHo8eCHOM cocmosanuu y e3pocavix ¢ UTI

ITmomans noJj
Konmnuects MakcumansHasg o
Cxema JeYeHus (bapMaKOKMHETHYECKOMN
0 KOHIIEHTpaIus, N
AATpOMOOIIaromMm KpUBOI «KOHIICHTpAIIHSI-
MaIMEHTOB Cmax, MKI/MJ
BpeMs», AUC(0-r), MKT X u/MJI
50 Mr omuH pa3 B | 34 8,01 (6,73; 9,53) 108 (88; 134)
CYTKH
75 Mr omuH pa3 B |26 12,7(11,0; 14,5) 168 (143; 198)
CYTKH

dapMaKOKMHETHYECKUE ITapaMeTphl AITpoMOonara y mauueHToB ¢ BupycHsM renmatutoM C (BI'C)
yKa3aHbl B Ta0IHLIE HUXKE.

Tabnuya 13 - Cpednue 2ceomempuueckue 3HA4YeHUS APMAKOKUHEMUYECKUX NApPAMEmpos
anmpombonaza 8 niasme Kpogu 6 pagHO8ECHOM COCMOAHUU Y Nayuenmos ¢ xpoHudeckum BI'C
Jlo3a antpombonaraKonngecTBo Cona, MKT/MIT AUC 0.0), MEKT X /a1
(OJTMH pa3 B CYTKH) MaIeHTOB
25 mr 330 0,40 (5,97; 6,86) 118 (109, 128)
50 mr 119 9,08 (7,96; 10,35) 166 (143, 192)
75 mr 45 16,71 (14,26; 19,58) 301 (250,363)
100 mr 96 19,19 (16,81; 21,91) 354 (304,411)
3nHaueHuss AUCor ¥ Cmax 10 JaHHBIM  PETPOCHEKTUBHOIO  IOIMYJISILIMOHHOTO
(hapMaKOKMHETHIECKOTO aHaIN3a

dapMaKOKMHETHYECKUE TapaMeTphbl 3aTpoMOomnara mocjae npuema y 45 MalHueHTOB ¢ TSKEIOu
artactuuecko anemueir (TAA), He NPUHMMABIIMX MOPOTPAMMHYI0 HMMYHOCYIPECCUBHYIO
Teparnuio, ykazaHbl B TAOJIUIE HIKE.

Tabnuya 14 - Cpeonue ceomempuueckue 3HayeHuss nNokazamenel hapmakoKUHemuKy S1mpomoonaza
6 naasme kposu y nayuenmos ¢ TAA, He nonyuasuwiux panee npocpamMmHyI0 UMMYHOCYRPECCUBHYIO
mepanuio

Jlo3a antpomboriara KonnuecTBo Conar, MKT/MT AUC 00, MKT X /aa

(OJIMH pa3 B CYTKH) [IAFICHTOB

150 mr 45 40,1 (44,9%) 772 (47,2%)
AOGcopOrus

Cmax 27TpOMOOIIara B Iia3Me KpOBH JOCTUTaeTcs depe3 2—6 4YacoB IMOcje IMpHeMa BHYTPb.
OnHOBpeMEHHBII mpueM 3aTpoMOomara ¢ aHTaUUAAMUA U APYTUMH MPOIYKTaMH, COAEp KalUMHU
MOJMBAJICHTHBIE KAaTHOHBI (HAIpUMeEp, MOJIOYHBIE MPOAYKTHI M MHHEpaJbHBbIE J00aBKH),
3HAYUTENBHO CHUXKAET SKCIIO3UIHUIO0 dITpoMOonara.
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OCHOBAHMHU TIOKa3aTeledl BBIBEACHUS IOYKAMH W aHajiu3a MeETaOOJUTOB, BBIBOJMMBIX 4Yepe3
KHIIEYHUK, TIOKAa3aHO, YTO PACUETHbIE 3HAYEHMs BCACBIBAHUS MPOU3BOAHBIX AITpomOonara mocie
[IEPOPAILHOTO IPUMEHEHUS B OJHOKPATHOM 103€ 75 MI cocTaBuio He MeHee 52%.

Pacopenenenune

DnaTpoMbonar B BBICOKOHM CTENEHHU CBS3BIBACTCS C OelNKaMH IUTa3Mbl KpOBH denoBeka (> 99,9%).
Ontpombonar sBisiercs: cyoctparom BCRP (6enok pe3ancTeHTHOro paka MOJIOYHOM JKeje3bl), HO HE
aBisieTcs cyocrparom P-riimkonporenna unn OATP1B1.

Buorpancdopmariis

OnTpoMOomar NperuMyIIeCTBEHHO METa0OIM3UPYETCsl MOCPEICTBOM PACIICIUICHUS, OKHCICHUS U
KOHBIOTALMH C TNIIOKYPOHOBOM KHCIIOTOH, TNIyTATHOHOM WJIM IUCTEUHOM. [0 TaHHBIM HCClie0BaHus
C METKOH paJItOaKTUBHBIM M30TOIOM, Ha JIOJIIO 3ITpOMOOIIara B Ijia3Me KPOBH MPUXOAUTCS OKOJIO
64% AUCo-.

BropocTeneHHple MeTa0OMUTHI, HA A0 KAXKIOTO W3 KOTOphIX mpuxomutcs Menee 10 %
PaZ0aKTUBHOCTH B IJIa3M€ KPOBH, 00Pa3yroTCs MyTeM IIIIOKYPOHUAAMH U okuciaeHus. [1o nanHbIM
UCCIIIOBAHMS ¢ IPUMEHEHUEM MEYEHOTO PaJMOaKTUBHBIM H30TOIIOM 3JITPOMOOIIara, yCTaHOBIICHO,
yto npuMepHO 20% BBEACHHOM 1036l MeTa0OIMU3UpYyeETCs MyTeM okucieHus. MccnenoBanus in vitro
noka3zanu, uto CYP1A2 u CYP2CS sBnstorcst u3opepMeHTaMu, OTBEUAIOLUIMMHU 38 OKUCIUTEIbHBINR
Merabomm3M, Torma kKak ypumuHaudochormokypormirpanchepasst UGT1IA1 u UGTIA3 -
n3opepMeHTaMy, OTBEYAIOIIMMHU 3a TJIIOKypOHMJalnMi0. B mporecce pacuienyieHus: MOTyT
MPUHUMATD y4acTue OaKTepuu HIKHUX OTAENIOB JKEIyJOYHO-KUIIIEYHOTO TPAKTa.

ONUMUHALIMSA

[Tocne BcaceiBaHusi AJITpOMOOIIAr TOABEPraeTcs AaKTUBHOMY MeTa0om3My. Oirpomoorar
BBIBOJIUTCSI IPEUMYIIIECTBEHHO uepe3 KuteuHuk (59 %); npu 3tom 31 % oOHapykuBaeTcs B MOUE B
BHJIe MeTabouTOB. McxoaHoe BemiecTBo (3TpoMbOIIar) B HeW3MEHEHHOM BHJIE B MOY€ OTCYTCTBYET.
B HeuW3sMeHEeHHOM BHJE Yepe3 KHUIIEUYHUK BBIBOAUTCS OKono 20 % oanrpomOomara. Ilepuon
MOJTYBBIBEJICHUS U3 MJIa3Mbl KPOBH COCTaBJISIET OKOJIO 21-32 .

Oco0ble rpynibl MalueHTOB

Toueunas neoocmamounocme

[Tocne mpumeHeHuUs1 OHOKpPATHOM 10361 S0 MI' MpenapaTa y MaleHTOB C HapyUIeHHeM (yHKIIMU
nouek Jierkoit crenenn AUC . antpomOomnara cHukanach Ha 32 %, y MallMeHTOB ¢ HapylLIeHHEM
(byHKIMU 1ToYeK cpeinei cTenenu — Ha 36 %, y ManueHToB ¢ HapylleHneM (pyHKIIUHM OYeK TSKeTon
cteneHu - Ha 60 % 1o cpaBHEHUIO CO 370POBBIMU JOOPOBOJIbLIAMU. Y TAIEHTOB C HapyILICHUEM
(GYHKIMU MTOYEK OTMEYaJach TEHACHIUS K CHUYKEHUIO SKCIO3HIIMY AIITpoMOorara B Iia3Me KpOBH,
OJIHAKO, y TAaIMEeHTOB JaHHOW KaTeropuu Oblja BBISBICHA CYLIECTBEHHas BapuaOelIbHOCTh
HKCHO3MIIMU TI0 CPABHEHHUIO C TAaKOBOH Yy 310pOBBIX J00poBosblieB. [IpuMeHsATh mpemapar y
MAIMEHTOB JaHHOW KaTErOpUH CIEAYET C OCTOPOKHOCTHIO MOJ] IIOCTOSIHHBIM KOHTPOJIEM.

Ileuenounas nedoocmamournocmes

[Tocne ogHOKpaTHOrO MpUMEHEHHUs mpemnapara B go3¢ S0 Mr y ManyMeHTOB ¢ LUPPO30OM IEUEHHU
(napymenue ¢ynkuuu nedeHn) AUCo.. anTpomOomnara yBennuuBaiach Ha 41 % y HamueHToB ¢
HapylleHrueM (QYHKIMH MeueHu cinaboii crenenu, Ha 80 % — y malueHToB ¢ HapyIlIeHUEeM (PYHKIINH
MIEYEHU CpelHEed CTeneHu, U Ha 93 % y MalMeHTOB ¢ HapylleHHeM (YHKUIUHU MEYCHM TSKEIOn
CTETeHHU 110 CPAaBHEHUIO CO 3JJ0POBBIMHU JJOOPOBOIbIIAMU. Y MAIIMEHTOB JaHHOW KaTErOpUU BBISIBICHA
CYIIECTBEHHAs BAPHAOEIbHOCTD AKCIIO3UIIUH 110 CPABHEHUIO C TAKOBOW y 3/I0POBBIX JOOPOBOJIBIIEB.

Bnusnue napymenus (yHKIUHM TeuyeHH Ha (apMaKOKHMHETHKY 3ATpomOomnara mnpu MHOBTOPHOM
MPUMEHEHHUH TIpenapara OleHUBAIOCH MMOCPEICTBOM TPYMIIOBOTO (PapMaKOKMHETUYECKOTO aHAN3a
y 28 310pOBBIX B3POCIBIX TOOPOBOJIBIEB U 79 MAIIMEHTOB ¢ XpPOHUYECKUMH 3a00JI€BAaHUSMH TTCUEHHU.
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¢ynkuun neyenu) ormedeHo yBenndeHue AUC (o) anTpomOonara Mo CpaBHEHHMIO C TAaKOBOU Y
3I0pOBBIX J100poBOJBIEB, MpU 3ToM 3HauyeHne AUC(o.ry BO3pacTalio ¢ YBETUYEHHEM OaIOBBIX
nokaszareseu no wmkane Yana-I1sro.

ITo cpaBHEHHUIO CO 30POBBIMH JOOPOBOJIBLIAMH Y HAIMEHTOB C HapylleHHeM (DyHKIUH MeYeHU
nerkoii crenenn AUC o-r) anTpoMOorara 6pi1a npubiusurensHo Ha 87—-110 % Beiie, a y maiueHToB
C HapylIeHueM (PyHKIIUH MTeYeHU CpeHEe cTeneH — npuonu3uTensHo Ha 141-240 %.

[Ipumensatsy npenapar y nauueHToB ¢ UTII n nuppo3om mnedeHu ciieyeT ¢ OCTOPOKHOCTHIO MO
MIOCTOSIHHBIM KOHTpoJieM. Y manueHToB ¢ xpoHudyeckoi WUTII u HapyieHneM (QyHKUUHU NEYEHU
JIETKOM, CpeaHE U TSDKEIOW CTENEHU TEPAIMI0 SATPOMOOTIAaroM CJIeyeT HAaUWHATh CO CHIDKCHHOU
n03bl — 25 Mr 1 pa3 B cyTKH.

AHaNOTUYHBIN aHaW3 ObUI TPOBEICH C ydacTueM 28 370pOBBIX B3POCIBIX JOOPOBOJIBIEB U 635
nareHToB ¢ BI'C. V OoibplMHCTBA MAMEHTOB MoKa3arelb 1o mkaie Yaina-ITero cocrasisa 5—6
oamoB. [lo manHBIM papmakokuMHETHYECKOTo aHanu3a marueHTsl ¢ BI'C nMenu Gosee BbICOKOE
3HaueHue AUC(.r) M0 CpaBHEHHUIO C TAaKOBOM y 370poBbIX 100poBoibleB, mpu 3ToM AUCo.r)
BO3pacTajia ¢ yBeIu4eHUeM OaioBbIX nokazateneidl mo mkane Yainn-Ilsto. Ilo cpaBHeHHIO CO
310poBeIMH  J10OpoBosbilaMu  y  manueHToB ¢ BI'C  AUC(o.ry anrpomborara Oblia  BBITIE
npubmusurensHo Ha 100-144%. ¥V nanuentoB ¢ BI'C Tepanuio snTpomOornarom ciieyeT HauuHaTh
¢ 10361 25 Mr 1 pa3 B CyTKH.

Paca

BnusHue asmarckoil packl Ha (DapMaKOKMHETHKY »JJTpomOonara OLEHUBIM IPH IMOMOIIU
MOMYJIAUOHHOTO (papMakOoKHMHETHYecKoro aHanuza y 111 3mopoBbix B3pocnbix (M3 HuUX 31 —
asuarckoil pacel) u 88 manuentoB ¢ WUTII (3 wux 18 — asmarckoit pacel). [lo maHHBIM
¢dapmakokuHeTHyeckoro aHanusa y mnauumeHToB ¢ MWTII a3marckoil pacel (T.e. BBIXOIIEB M3
Bocrounoii / FOro-Bocrounoii Azun), AUC .ty anTpombonara 6su1a npuMepHo Ha 87 % BbIlIe, 4YeM
y MalMEHTOB HE a3UaTCKOM pachl (IPEUMYILECTBEHHO €BPOIEOHI0B); IPU ATOM KOPPEKLUs 103bI MO
Macce Tejla He IPOBOJUIIACK.

N3ydyeHue BAMAHUS 3THUYECKOW MPUHAMIEKHOCTH K BBIXOAIAM M3 cTpaH BocrtouHoi Asum Ha
(hapMaKOKUHETHKY anrTpoMoOoriara MPOBOJIUITN c MOMOILIBIO MOMYJISILIUOHHOTO
(hapMaKOKMHETHYECKOTO aHanu3a ¢ ydactueM 635 mamwentoB ¢ BI'C (145 mammenToB
BOCTOYHOA3MATCKOIO MPOUCXOXKJIECHUS U 69 MalMeHTOB 0KHOA3MATCKOTO MpOUCXOoxkaeHus). Ha
OCHOBaHUU PE3yJIbTATOB MOMYJSIUOHHOTO (PapMaKOKMHETUYECKOTO aHAJIW3a yCTAHOBJIEHO, YTO Y
MAIMEHTOB BOCTOYHOA3MATCKOTO M FOKHOA3UATCKOTO MPOUCXOXKACHHUS HAOII0Janach CXOJHAS
dbapmakokuHeTHKa dnTpoMmOomara. B cpemHeM 'y  HalUMEHTOB  BOCTOYHOA3UWAaTCKOTO U
10Hoazuatckoro npoucxoxaeHust AUCo.ry anTpomOomnara Obuta nmpumepHo Ha 55 % BhIIIE MO
CPaBHEHHUIO C MAMEHTaMH IPYTruX pac (MpenMyIIeCTBEHHO €BPONEOUTHOMN).

Ilon

BnusHue nona Ha (apmMakoKWHETHKY >ATpomOoIara ONEeHUBAIM MPH MOMOIIY MOMYJISIIIMOHHOTO
(bapmakokuHeTHYeckoro aHanu3a y 111 310poBbix 100poBoIbLEB (U3 HUX 14 — KEHCKOTO Mojia) Uy
88 mammentoB ¢ WTII (m3 Hux 57 — xeHckoro moja). [lo MaHHBIM TMOMYJISIIIMOHHOTO
¢bapmakokuHeTnueckoro anaianza AUC o.r) anTpombonara y namuentok ¢ UTII Opina npumepHo Ha
50 % BBIIIE IO CPABHEHHIO C TAKOBOW Y MAIIMEHTOB MYXCKOTO I10JIa; TIPH ATOM KOPPEKIHUs 103 TI0
Macce Tejia He MPOBOIUIIACK.

Bnusaue moma Ha (apMakOKMHETHKY »1TpomOorara OLEHHBAJIM C MOMOIIBIO MOMYJISIIHOHHOTO
(dhapMakokmHETHYECKOTO aHanu3a ¢ ydactueMm 635 manuenToB ¢ BI'C (260 — xenckoro moina). Ilo
pe3yabTaTaM OLEHKHU ¢ momouibio Mozenu y xeHuuH ¢ BI'C AUCg.r) antpombonara Obiia Ha 41 %
BBIIIIE 110 CPABHEHUIO C TAKOBOW y MY KUHH.

28



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 21.04. 2026 N= 2211

(NOCNEQCBATENEHOCTE 0001)

J]uua nooaicus10co so3pacma

BospactHele paznmuuus 1o (papMakOKHMHETHKE AiTpoMOomara OLEHHUBAIA C  IOMOIIBIO
MOMYJISIIHOHHOTO (hapMaKOKHHETHYECKOTO aHaIN3a ¢ y4acTHEM 28 3I0pOBBIX JOOPOBOJIBIIEB U 635
nanueHToB ¢ BI'C B Bo3pacte ot 19 no 74 ner. Ilo pe3ynpTaTaM OLEHKH C MOMOIIBIO MOJEIH Y
NMoKUJbIX manueHToB (>60 net) AUC o.r)3nTpombomnara 6si1a Ha 36 % BbILIE [0 CPaBHEHUIO € OoJiee
MOJIOJBIMH TAllMEHTAMHU.

eTu
Jemu cmapwe 1 2o0a

dapMakOKMHETHKA dATpoMOoOTara mocje npueMa BHyTpb OJIMH pa3 B CYTKH u3ydeHa y 168 nereit B
BO3pacTe crapue 1 roga.

Kaxxymuiics mura3sMeHHBIN KIMPEHC 3ATpoMOomnara mociie nmprueMa BHYTPb y TAIlMeHTOB JaHHOMN
KaTEropuM BO3PACTAET C YBEIMYEHHEM MAaCChl Tejla. Y MAlUMEHTOB a3MAaTCKOW paChl KaXyIIUHCA
IIJJa3MEHHBIA KJIMPEHC CHUXKEH IpuMepHO Ha 30%, KpoMe TOro, CHUKEHHE JAHHOTO NOKa3aress Ha
20% oTMeueHO y MalMEHTOB >KEHCKOro mnosia. dapMakoOKMHETUYECKHE MOKA3aTeNu y MAlMEHTOB
JAHHOM KaTEeropuu NMpeICTaBICHBl HUXKE.

Tabnuya 15 - Cpeonue eceomempuueckue nokazameneil (apmMakoKUHemuKku 31mpomoonaza 8
PABHOBECHOM COCMOAHUU NOCIe NpuMeHerus 8 003e 50 me 1 paz 6 cymku y nayueHmos 8 8o3pacme
1-17 nem ¢ UTII

Bo3pacTHas rpynna Cmax, MKIT/MJI AUC0-1), MKT X 4/MJI
12—-17 ner 6,8 (6,17, 7,5) 103 (91,1, 116)
6-11 ner 10,3 (9,42, 11,2) 153 (137, 170)
1-5 ner 11,6 (10,4, 12,9) 162 (139, 187)

6. PAPMAIIEBTUUECKUE CBOMCTBA

6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

DarpoMboriar-29®. 25 mr, Ta0IETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

AHopo mabaemxu

MaHnHuTON

enmrono3a Mukpokpuctanndeckas (102)

IToBunmou K-30

KapOokcumerunkpaxman HaTpust (Tur A)

Maruus creapat

Ob6onouka mabremku

[M'umpomeniosa (THaIpOKCHUITPOITHIMETHIIIEIUIION032)

Turana TMOKCUL

Makporod (ToTUITUICHTIUKOJIB)

ATIOMUHHUEBBIH JIaK HA OCHOBE KPacHUTENS KPaCHBIN 04apOBaTENIbHbII
AJIFOMUHMEBBIN JIJAK HA OCHOBE KPACHUTEJISI COJITHEUHBIN 3aKaT KEITHIM.

Oarpombornar-29®, 50 mr, TabJIEeTKH, ITOKPLITHIE INIEHOYHOU 000JI0OYKOM

Aopo mabnemku
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Maunuton

enmrono3a Mukpokpuctannaeckas (102)
IToBunou K-30

KapOokcumerunkpaxman HaTpust (TUr A)

Maruus creapat

Obonouxa mabremxku

[M'umpomeniiosa (THapOKCHITPOITHIMETHIIIIEIUIION032)
Turana TMOKCU

Makporod (ToTUITUICHTIUKOJIB)

Kpacutens xeneza OKCHJI )KENThIN

Kpacurenp xene3a okcul KpacHBI.

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHus1)

2 rona.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH IPH XPAHECHUHU

XpaHuTh IpU TeMIieparype He Boiie 25 °C.
6.5. Xapakrep u cofep:kaHue YIaKOBKHU

ITo 28 TabneTok B OaHKY W3 MOJUATUIICHA BEICOKOW MIIOTHOCTH, YKYTIOPEHHYIO BUHTOBOM KPBIIIIKOMN
U3 NOJIMATHUICHA BBICOKOM INTOTHOCTH C BIIASHHBIM BJIarOIIOTJIOTUTEIIEM (CI/I.HI/IKaFe.HeM) 1 KOHTPOJIEM
nepBoro BCKpbITHs. OnHy 0aHKY BMECTE C MHCTPYKLMEH MO MPUMEHEHHIO MOMEIIAI0T B MayKy U3
KapTOHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3AIMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJIH OTXOA0B, MOJYYeHHBIX IOcCjde TPUMEHEHUs Mpenapara, W JApyrue
MAHMIYJISIIMH € MPernapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus

000 «29 deBpansn»

192148, r. Cankr-IlerepOypr, XKeneznonopoxkHblit mpoctexT, 1. 40, mut. [1, moment. 5-H.
Ten.: +7 (812) 703-06-84

Anpec anekTpoHHOM mouThl: product@?29-february.com

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIMOHHOIO Y10CTOBEPEHUs

[Iperen3uu noTpeduTeneit HaNPaBIATH 110 ATPECY:

Poccuiickas @enepanust

000 «29 ¢pespamnsa»

192148, r. Cankr-IletepOypr, XKenesnoaopoxHsiii npocnekTt, A. 40, mut. J[, momernr. 5-H.
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Teu.: +7 (812) 703-06-84, Tesedon ropsiueii mrmn: 417 (800)777=01 oRUBATENEHADCTE 0001)

Anpec anekTpoHHOM mouTkl: product@?29-february.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUH OTIyCKa 10 PeLenTy.

OOmiast xapakTepUCTHKA JIEKApCTBEHHOro mpemapara Onrpombonar-29® nocTynmHa B €IUHOM
peecTpe 3aperucTPUPOBAHHBIX JIEKAapCTBEHHBIX cpelICTB EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a U Ha
ounmansHOM caiite YIOJJHOMOYEHHOI'O oprasa (3xcnepTHOM OpraHH3alim)
(https://lk.regmed.ru/Register/EAEU _SmPC).
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